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INTENDED USE

The VerifyNow Aspirin Test is a qualitative test to aid in the detection of platelet dysfunction due to aspirin ingestion
in citrated whole blood for the point of care or laboratory setting.

This test is not for use in patients with underlying congenital platelet abnormalities, patients with non-aspirin
induced acquired platelet abnormalities or in patients receiving non-aspirin anti-platelet agents (may be used in
patients treated with selective COX-2 inhibitors, e.g., celecoxib (Celebrex®).

PRODUCT DESCRIPTION

The VerifyNow System is a turbidimetric based optical detection system which measures platelet induced
aggregation. The system consists of an instrument, a disposable test device and quality control materials. See
Figure 1 for a representation of the test device. Quality control measures include an instrument based electronic
quality control (EQC), two levels of wet quality controls (WQC), and internal quality controls. The instrument
manages all test sequencing, temperature, reagent-sample mixing and performs self-diagnostics. Upon completion
of the test the degree of platelet function is determined and the result is displayed. The device contains a lyophilized
preparation of human fibrinogen-coated beads, platelet agonist, and buffer. The whole blood patient sample is
automatically dispensed from the blood collection tube into the device by the instrument, with no blood handling
required by the user.

PRINCIPLE

Aspirin affects platelet function by irreversibly inhibiting the cyclooxygenase-1(COX-1) enzyme involved in the
conversion of arachidonic acid to thromboxane A2, which ultimately activates the GP lIb/llla receptors involved in
platelet aggregation. If aspirin has produced the expected anti-platelet effect, such aggregation will not occur. The
VerifyNow Aspirin Test incorporates the agonist arachidonic acid to activate platelets. The Aspirin Test is designed
to measure platelet function based upon the ability of activated platelets to bind fibrinogen. Fibrinogen-coated
microparticles aggregate in whole blood in proportion to the number of unblocked platelet GP lib/llla receptors.
Light transmittance increases as activated platelets bind and aggregate fibrinogen-coated beads. The instrument
measures this change in optical signal caused by aggregation.

MATERIALS PROVIDED
« 10 (PN: 85053-10) or 25 (PN: 85053) VerifyNow Aspirin Test devices, individually sealed in foil pouches. Each
test device contains lyophilized fibrinogen-coated beads, platelet agonist, peptide, bovine serum albumin,
stabilizer, and buffer.
REAGENT STORAGE AND HANDLING
« Test Device Kit Indicator: Each VerifyNow Test kit has a temperature indicator on the outside of the packaging. The
user is instructed to inspect the indicator upon receipt of the kit. If the indicator has changed color, the kit has been
exposed to elevated temperature, and a Wet Quality Control (WQC) Level 2 must be run to ensure that the reagents
are performing properly. The Temperature Indicator detects errors due to adverse environmental conditions.

« Store test devices at 2°C to 25°C (36°-77°F).
« If refrigerated, allow test devices to reach room temperature 18° to 25°C (64°- 77°F) prior to use.
« Test device should remain sealed in the foil pouch until ready for use to prevent damage by humidity.

MATERIALS REQUIRED BUT NOT PROVIDED

* Greiner Bio-One Vacuette® 2ml blood collection tubes containing 3.2% sodium citrate. Greiner Catalog #
454322 or Nipro catalog #NP-CW0185-1 blood collection tubes (1.8ml) containing Sodium Citrate (3.2%).

« VerifyNow Instrument with Electronic Quality Control (EQC).
« VerifyNow Assay WQC, Catalog #85047.
GENERAL PRECAUTIONS
< For in vitro diagnostic use.
« The VerifyNow Instrument and its components should only be used as directed in the User Manual.
« Do not use the VerifyNow Aspirin Test device or WQC materials beyond the expiration date.
« All patient samples should be handled as if capable of transmitting disease.
« Samples should be treated as biohazardous material and handled according to the institution’s policies.

« The reagents are manufactured with a material purified from human plasma that was found negative for all
communicable diseases tested, including HIV-1, HIV-2, Hepatitis B surface antigen (HBsAg) and HCV. Handle
test device as biohazardous material and dispose of in an appropriate manner.

SAMPLE COLLECTION AND HANDLING

All whole blood samples must be tested from Greiner Bio-One Vacuette® 2ml partial fill 3.2% sodium citrate
vacuum collection tubes or Nipro catalog #NP-CW0185-1 blood collection tube (1.8 mL) containing 3.2% sodium
citrate. Samples should be collected between 2 and 30 hours after ingestion of aspirin. Blood must set a minimum
of 30 minutes after collection before test but no longer than 4 hours.

Instructions for Sample Collection Directly Into Vacuum Collection Tubes:

1. Whole blood may be collected from venous or arterial sites using a 21 gauge or larger needle in partial fill 3.2% citrate
vacuum collection tube. Blood samples should be obtained from an extremity free of peripheral venous infusions.

2. Collect a discard tube first (at least 2 mL).
3. Gently invert the sample tube at least 5 times to ensure complete mixing of the contents.

Special Instructions if blood is obtained from an indwelling catheter:

1. Whole blood samples that are obtained from an indwelling catheter should be collected after sufficient discard
(approximately 5 mL) has been drawn to clear the line. Ensure indwelling catheter is free of clots.

2. When using a syringe, transfer blood to the appropriate blood collection tube immediately after collection.
3. Gently invert the sample tube at least 5 times to ensure complete mixing of the contents.

Sample Collection Precautions:
« Improper blood collection techniques may cause an Error 24 result. Refer to the Quality Control section of this
package insert for additional information.
« If drawing blood for a CBC at the same time as sample collection for VerifyNow Aspirin Test, fill the CBC tube last.
« Do not freeze or refrigerate sample.
« Collection of the blood sample should be performed with care to avoid hemolysis or contamination by tissue
factors. Samples with any evidence of clotting should not be used.

« Always ensure collection tubes are filled to the indicated fill volumes. At altitudes greater than 2500 feet above
sea level, blood collection tubes may not fill to the specified volume, which results in an incorrect ratio of blood
to anticoagulant. Users at these elevations should refer to their facility’s blood collection protocols for
instructions to properly fill blood collection tubes.

« Samples should be collected and handled according to the institution’s policies and procedures pertaining to
biohazardous material.

TEST PROCEDURE
1. Refer to the VerifyNow System User Manual for complete operating instructions.
2. Open the foil pouch and remove the test device. Test devices should only be handled by finger grip. (See Figure 1)

3. Remove the needle’s protective sheath from the test device by pulling directly up on the sheath. Do not twist the
sheath as this may remove the needle.

4. Atthe instrument prompt, insert the test device into the instrument.

5. At the instrument prompt, gently invert the sample tube at least 5 times, and insert onto the needle of the test
device. If your instrument has a test port cover, close it now. If not, proceed to Step 6.

6. The instrument will run the test and display the result in approximately five minutes.

CAUTION: Sample is under pressure. Do not remove sample tube from device. Only remove test device from the
instrument after test is completed.

7. Remove the device by grasping the device finger grip and pulling straight up.

8. Do not remove the tube from the device. Dispose of the device/sample tube in an appropriate biohazard waste
container.

REPORTED RESULTS
Test results are reported as Aspirin Reaction Units (ARU), which are calculated as a function of the rate of
aggregation. Interpretation of results is based on the following assigned cutoffs:

Interpretation of Results:

2 550 ARU - Platelet dysfunction consistent with aspirin has not been detected

< 550 ARU - Platelet dysfunction consistent with aspirin has been detected

Results should be interpreted in conjunction with other laboratory and clinical data available to the clinician.

INSTRUMENT MESSAGES

Under certain conditions, a test run may be aborted. In this case, the instrument will display an Error or Attention
message. Please refer to the VerifyNow User Manual for a more detailed explanation of these messages.

CALIBRATION

VerifyNow Aspirin Test devices are calibrated at the factory. This calibration information is contained in the barcode
on the pouch of each device. The barcode must be scanned whenever a new lot of devices is to be tested. If a
new lot of devices is being used, the instrument will prompt the user by displaying a barcode icon after the test
device is inserted.

« At the prompt, place the device pouch in front of the barcode reader found on the left side of the instrument, so
that the barcode on the pouch lines up with the barcode reader.

« An audible beep will be heard when the instrument receives the required information.
« The user needs only to perform this action once per lot.

QUALITY CONTROL

The VerifyNow System includes several quality control mechanisms that detect errors due to system failures,
adverse environmental conditions, and operator performance.

The manufacturer recommends that an Electronic Quality Control (EQC) be run once per day. This reusable
device verifies instrument optics, pneumatics and reagent mixing functions.

The VerifyNow Aspirin Test also contains the following internal controls:

« The instrument automatically verifies sample filling, correct fluid transfer, and mixing. It also monitors the
electronic and mechanical components.

« Each test device incorporates two levels of quality control to identify invalid test runs caused by random errors,
reagent degradation, or inappropriate blood samples. Before platelet activation and fibrinogen binding begin,
the negative internal control performs a test for non-specific aggregation. A failure of this test will result in an
Attention message (Attention 24) by the VerifyNow Instrument, and no ARU result will be reported.

« During the active phase of the test, the positive internal control monitors the reaction and calculates Control
Units, which must fall within specified limits. A failure of the positive control may be indicative of reagent
degradation or an abnormal sample. The VerifyNow Instrument will report an Attention 24 or Attention 28
message, and no Aspirin Reaction Units (ARU) will be reported.

In the case of an Attention 24, an Electronic Quality Control (EQC) should be performed to test instrument
function. If the EQC passes, the VerifyNow System is functioning normally. In these cases, the problem may be
associated with the blood sample and the following causes for Attention 24 should be investigated:

« The patient being tested is on an interfering substance such as abciximab (ReoPro®), eptifibatide (Integrilin®),
or tirofiban (Aggrastat®).

« Animproper blood collection technique was used to draw the sample.
« The discard tube was used to run the test.
« The patient being tested has a low platelet count, a low hematocrit or an inherited platelet disorder.
« A Wet Quality Control sample was run in Patient Test mode rather than
QC mode.
If none of the above can be determined to be the cause of the Attention 24, Wet Quality Control (WQC) Level 2
may be run to confirm the integrity of the test device and the reagents.

In the case of Attention 28, an Electronic Quality Control (EQC) should be performed to test instrument function. If
the EQC passes, the VerifyNow System is functioning normally. In these cases, the problem may be associated
with the blood sample and the following causes for Attention 28 should be investigated:

« The patient being tested has a hematocrit outside of the applicable range.
« An improperly mixed sample was used to run the test.
« The sample was not run within the specified period of time.

If none of the above can be determined to be the cause of the Attention 28, Wet Quality Control (WQC) Level 2
may be run to confirm the integrity of the test device and the reagents.

Wet Quality Control Materials (WQC) are available from Accriva for verifying the integrity of the VerifyNow System.
VerifyNow WQC Level 1 and Level 2 are formulated at clinically relevant levels and can be used as part of a
laboratory quality control program. The WQC materials are formulated to detect major system failures.

VerifyNow Assay WQC Kit (Catalog #85047) is available from Accriva.

The manufacturer recommends that a Level 2 WQC be run once each time a new lot or a new shipment of
VerifyNow Aspirin Test kits is received. Control ranges are included in the “Expected Values” section of the control
package insert. If the control material does not produce a result within the values stated, repeat the procedure
using a new device and WQC material. If the value is still incorrect, call Accriva’ Technical Support for assistance.

TEST LIMITATIONS

The lyophilized reagent is hygroscopic and can degrade after prolonged exposure to room air. Therefore, the
device should be used shortly after removal from the foil pouch.

When results are not within the expected limits, the possibility of improper specimen collection or handling should be
investigated. Repeat the test using a new device and specimen.

Patients with inherited platelet disorders such as von Willebrand Factor Deficiency, Glanzmann Thrombasthenia
and Bernard-Soulier Syndrome have not been studied with the VerifyNow Aspirin Test. Patients receiving the
following anti-platelet agents may not be tested with VerifyNow Aspirin Test, based on documented interference
testing results: GP lIb/llla inhibitors, dipyridamole, clopidogrel, non-steroidal anti-inflammatory drugs (NSAIDs)
which inhibit COX-1 and/or COX-1, COX-2 enzymes (ibuprofen, naproxen, diclofenac, indomethacin, and
piroxicam).

The performance of VerifyNow Aspirin Test on patients with acquired non-drug induced platelet abnormalities is not known.
Patients who have been treated with Glycoprotein lIb/llla inhibitor drugs should not be tested until platelet function
has recovered. This time period is approximately 14 days after discontinuation of drug administration for abciximab
(ReoPro) and up to 48 hours for eptifibatide (Integrilin) and tirofiban (Aggrastat). The platelet function recovery
time varies among individuals and is longer for patients with renal dysfunction.

VerifyNow Aspirin Test results should be interpreted in conjunction with other clinical and laboratory data available
to the clinician.

SERVICE

The VerifyNow Instrument is not intended to be serviced by the user. Instruments in need of repair are required to be
returned to Accriva. If there are problems related to the VerifyNow System, call Accriva Technical Support at (800)
579-2255 (US) or +1 (858) 263-2502 (Intl).

PERFORMANCE CHARACTERISTICS

A clinical study was performed with the VerifyNow Aspirin Test on patients at three centers. The study objective was
to demonstrate the ability of the VerifyNow Aspirin Test to measure platelet dysfunction due to aspirin. Venous
whole blood samples in 3.2% sodium citrate were collected from 65 patients on chronic aspirin therapy (81 mg per
day) and 71 patients before and after ingesting 325 mg of aspirin and tested in duplicate with the VerifyNow Aspirin
Test. Patients were verbally screened for enroliment into the clinical trial based on stated history of vascular disease
or existence of at least two of eight risk factors for developing vascular disease as noted in American Heart
Association criteria (current or previous history of smoking, hypertension, hyperlipidemia, family history of vascular
disease, post-menopausal females, diabetes mellitus, morbid obesity, or sedentary lifestyle). (See Table 1).

Data does not include patients that indicated they were currently on other known anti-platelet agents, or had
non-aspirin induced abnormalities of platelet dysfunction, whether acquired or congenital.

VerifyNow Aspirin Test results (duplicates) were evaluated against the presence and absence of aspirin ingestion.
See the concordance table (Table 2) and dot plot demonstrating the pre- and post-Aspirin results (Figure 2).

EXPECTED VALUES

A reference range of ARU values was calculated from all patients enrolled in the clinical study. Results are illustrated in
a non-parametric frequency distribution in Figure 3. Values are distributed as pre-aspirin and post-aspirin. The
reference range for pre-aspirin samples is 620-672 ARU (2.5 to 97.5 percentile).

Precision

Simple and complex precision were calculated for VerifyNow Aspirin Test. Simple precision was determined with
VerifyNow Test WQC Level 1 and Level 2. Three lots of devices were each tested 20 times on one lot of each level
of control. The results are presented in Table 3.

Complex precision was calculated using whole blood from a volunteer donor over 20 days for a total of 80 data
points. The within-run CV presented in Table 4 is defined by NCCLS guidelines.

EXPECTED PERFORMANCE IN WAIVED TESTING SITES

Field studies were conducted at three non-laboratory sites, where 65 people with no laboratory training were chosen
from the general population to run the VerifyNow Aspirin Test. Each person read the instructions and then tested three
prepared samples at three different ARU levels (Table 5).

Each person then scored the test result as (+) for ARU greater than 550 ARU and (-) for ARU less than 550 ARU. At
each test site a trained user tested and scored the same samples. All 65 untrained users correctly scored Sample A as
negative (-) and Samples B and C as positive (+). There was 100% agreement between the trained and untrained users
at all three test sites.

INTERFERENCE STUDIES

Laboratory testing was performed to determine the effects of several classes of drugs on VerifyNow Aspirin Test results.
The following medications may cause a change in platelet function. The following information should be considered for
patients who are to be tested with the VerifyNow Aspirin Test.

¢ P2Y12 Inhibitors: Plavix®, Ticlid®, and Effient® are commonly prescribed in conjunction with aspirin. While
infrequent, these agents may cause a reduction of ARU in some patients. However, the effect of the P2Y12
inhibitors did not affect the categorization of patients taking aspirin as having platelet dysfunction (i.e. ARU <
550) due to aspirin ingestion. The duration of inhibitory effects varies among these P2Y12 inhibitors. Average
durations are listed below:

* Plavix (up to 5 days)
« Ticlid (up to 5 days)
« Effient (up to 10 days)
« Other Anti-Platelet Agents: These agents can all inhibit platelet function and may result in a decreased ARU

value independent of the effects of aspirin. The duration of inhibitory effects varies among drugs. Average
duration times are listed for each drug.

« Aggrenox (10 days)
« Persantine (12 hours)
» Pletal/Cilostazol (12 hours)

* NSAIDs: Like aspirin (ASA), NSAIDs have been documented to inhibit platelet function. Unlike ASA, NSAIDs
do not irreversibly inhibit platelet function. This may lead to less platelet inhibition by ASA if the NSAID and

ASA are taken at the same time. Average duration times for these inhibitory effects are given for each drug.
« lbuprofen (Motrin, Advil) (8 hours)
« Naproxen (Aleve, Anaprox, Naprelan, Naprosyn) (24 hours)
« Diclofenac (Voltaren, Cataflam) (24 hours)
« Indocin (24 hours)
« Feldene (50 hours)
« GP lIb/llla Inhibitors: Patients who have been administered tirofiban (Aggrastat®) or eptifibatide (Integrilin®) within
two days, or abciximab (ReoPro®) within two weeks should not be tested.

Other classes of commonly used drugs were tested with no significant effect on VerifyNow Aspirin Test performance
(antioxidants, ACE inhibitors, antiarrhythmics, anticoagulants, antidepressants, insulin, allopurinol, alcohol, beta blockers,
bronchodilators, calcium channel blockers, gastrointestinal medications, betamethasone, lovastatin, and the thyroid
hormone L-thyroxine). The thrombolytic agent streptokinase showed a measurable inhibition of platelet function, as
measured by the VerifyNow Aspirin Test.

Laboratory and clinical testing was performed to assess the effect of the levels of several blood constituents:

Test performance was not affected by hematocrit values between 29-56%, platelet count values of 292,000 platelets per
microliter or moderate to extensive blood hemolysis induced by physical manipulation. The degree of hemolysis was
determined by visual examination of plasma from centrifuged samples collected concurrently with VerifyNow Aspirin Test
samples.

No significant interference was observed on samples studied with triglyceride concentrations up to 577 mg/dL.
Fibrinogen levels between 164-529 mg/dL were tested with the VerifyNow Aspirin Test. No known relationship exists
between performance of VerifyNow Aspirin Test and fibrinogen levels.
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POUZITi V SOULADU S URCENIM
Aspirinovy test VerifyNow je kvalitativni test, ktery pomaha pfi detekci dysfunkce krevnich desti¢ek v dusledku poziti
aspirinu v citratové pIné krvi ve zdravotnickém nebo laboratornim prostredi.

Tento test neni uréen pro pouziti u pacientt se zakladnimi vrozenymi odchylkami krevnich desti¢ek, u pacientt
se ziskanymi odchylkami krevni desti¢ek vyvolanymi bez aspirinu nebo u pacientt pfijimajici neaspirinova
antikoagula¢ni ¢inidla (Ize pouzit u pacientu Ié¢enych selektivnimi COX-2 inhibitory, napf. celecoxib (Celebrex®).

POPIS PRODUKTU

Systém VerifyNow System je opticky detekéni systém na bazi turbidimetrie, ktery méfi indukovanou agregaci krevnich
desticek. Systém se sklada z pfistroje, jednorazového testovaciho zafizeni a vybaveni na kontrolu kvality. Viz obrazek
1 pro znazornéni testovaciho zafizeni. Opatfeni na kontrolu kvality zahrnuiji elektronickou kontrolu kvality na bazi
pfistroje (EQC), dvé urovné kontrol kvality vihkosti (WQC) a vnitfni kontroly kvality. Pfistroj spravuje pofadi vSech
testu, teplotu, michani vzorku ¢inidel a provadi autodiagnostiku. Po skonéeni testu je uréen stuper funkce krevnich
desticek a vysledek se zobrazi. Zatizeni obsahuije lyofilizovany preparat kuli¢ek potazenych lidskych fibrinogenem,
destickového agonistu a pufr. Vzorku pacientovy pIné krve se automaticky z odbérové zkumavky krve rozdéli do
zafizeni pomoci pfistroje, pficemz uzivatel nemusi s Zadnou krvi manipulovat.

PODSTATA METODY

Aspirin ovliviiuje funkci destiek tim, Ze nevratné inhibuje enzym cyklooxygenazu-1(COX-1) podilejici se na konverzi

kyseliny arachidonové na tromboxanu A2, ktery nakonec aktivuje receptory GP llb/llla zapojené v agregaci krevnich

desti¢ek. Pokud aspirin vyvolal o¢ekavani angikogulacni efekt, k agregaci nedojde. Aspirinovy test VerifyNow zahrnuje

kyselinu arachidonovou jako agonistu pro aktivaci krevnich desti¢ek. Aspirinovy test je uréen k méreni funkce desticek

opirajici se o schopnost aktivovanych destiéek vazat fibrinogen. Mikro¢astice potazené fibrinogenem se shlukuji v

plné krvi v poméru k poétu neblokovanych desti¢kovych receptorti GP lIb/llla. Propustnost svétla se zvysuje, jak se

aktivované desticky vazi a shlukuji kulicky potazené fibrinogenem. Pfistroj méfi tuto zménu v optickém signalu

zpusobeném agregaci.

DODAVANE MATERIALY

+ 10 (PN: 85053-10) nebo 25 (PN: 85053) aspirinové testovaci zafizeni VerifyNow, jednotlivé uzaviena ve féliovych

saccich. Kazdé testovaci zafizeni obsahuje lyofilizované kulicky potazené fibrinogenem, destickového agonistu,
peptid, albumin séra skotu, stabilizator a pufr.

SKLADOVANI A MANIPULACE S CINIDLEM

» Ukazatel sady testovaciho zafizeni: Kazda sada VerifyNow Test ma ukazatel teploty na vnéjSi strané obalu. UzZivatel
musi ukazatel zkontrolovat po obdrzeni sady. V pfipadé, ze ukazatel zménil barvu, sada byla vystavena zvySené
teploté, je tfeba provést kontrolu kvality vihkosti (WQC) drovné 2, aby se zajistilo, Ze ¢inidla funguji spravné. Ukazatel
teploty detekuje chyby v dusledku nepfiznivych okolnich podminek.

+ Skladujte testovaci zafizeni pfi teplotach 2°C az 25°C (36°F-77°F).

» Pokud jsou testovaci zafizeni zmrazena, umoZnéte, aby dosahla pokojové teploty 18°C az 25°C (64°F- 77°F), nez je
budete pouzivat.

+ Testovaci zafizeni by mélo zustat zapeceténo ve foliovém sacku az tésné pred pouzitim, aby nedoslo k poskozeni
vihkosti.

POTREBNY, ALE NEDODAVANY MATERIAL
+ Odbérové zkumavky krve Greiner Bio-One Vacuette® 2 ml obsahujici 3,2% citrat sodny. Katalog Greiner #
454322 nebo katalog Nipro #NP-CW0185-1 odbé&rovych zkumavek krve (1,8 ml) obsahujici citrat sodny (3,2%).
» Pristroj VerifyNow s elektronickou kontrolou kvality (EQC).
+ Testovani VerifyNow WQC, katalog #85047.

OBECNA OPATRENI
* Pro diagnostické pouZiti in vitro.
+ Pristroj VerifyNow a jeho soucasti by se mély pouzivat pouze, jak je uvedeno v tomto uzivatelském navodu.
» Nepouzivejte aspirinové testovaci zafizeni VerifyNow ani materialy WQC po uplynuti data expirace.
» Se vSemi vzorky pacientl by se mélo zachazet jako s potencialnimi pfenaseci nemoci.
+ Vzorky by mély byt povazovany za biologicky nebezpecny material a mélo by s nimi byt nakladano v souladu s
politikami instituce.
« Cinidla jsou vyrobena z materialu izolovaného z lidské plazmy, ktera byla negativni pro véechny testované

pfenosné choroby, véetné HIV-1, HIV-2, povrchového antigenu hepatitidy B (HBsAg) a HCV. Pracujte s
testovacim zafizenim jako s biologicky nebezpecnym materialem a likvidujte jej vhodnym zplGsobem.

ODBER A MANIPULACE SE VZORKY

V8echny vzorky pIné krve se musi otestovat z vakuové odbérové zkumavky Greiner Bio-One Vacuette® 2 ml
Gastecné plnéné 3,2% citratem sodnym nebo odbé&rovou zkumavkou krve katalogu Nipro #NP-CW0185-1 (1,8 ml)
obsahujici 3.2% citrat sodny. Vzorky by se mély odebirat 2 az 30 hodiny po poZiti aspirinu. Krev si musi pfed
testovanim sednout nejméné na 30 minut po odbéru, ale ne déle nez 4 hodiny.

Pokyny pro odbér vzorku do vakuovych odbérovych zkumavek

1. PlInou krev Ize odebirat ze Zily nebo tepny pomoci 21 mérky nebo $iri jehly do ¢aste¢né pinitelné odbérové
zkumavky s 3,2% citratem. Krevni vzorky by mély byt ziskany z nejzazSiho konce bez perifernich Zilnich infuzi.

2. Nejdfive odeberte zkumavku k likvidaci (minimalné 2 ml).
3. Jemné obracejte zkumavku se vzorkem nejméné 5krat, abyste zajistili upIné promichani obsahu.

Specialni pokyny, pokud se krev ziskava ze zavedeného katetru

1. Vzorky pIné krve, které se ziskavaji ze zavedeného katetru, by mély byt shromazdovany po dostate€ném natazeni
(pfiblizné 5 ml) kvuli vycisténi trubicky. Zajistéte, aby zavedeny katetr neobsahoval srazeniny.

2. P¥i pouziti injekéni stfikacky preneste krev do vhodné zkumavky pro odbér krve bezprostredné po odbéru.

3. Jemné obracejte zkumavku se vzorkem nejméné 5krat, abyste zajistili upIné promichani obsahu.

Preventivni opatieni pfi odbéru vzork:

* Nespravné postupy odbéru krve mohou zpUsobit vysledek Chyba 24. Pro dalsi informace viz oddil kontroly
kvality tohoto pfibalového letaku.

» Pokud natahujete krev kvuli CBC ve stejnou dobu jako provadite odbér vzorki pro aspirinovy test VerifyNow,
naplnite jako posledni zkumavku CBC.

» Vzorky nezamrazuijte, ani nedavejte chladit.

» Odbér krevnich vzorkd by se mél provadét opatrné, aby nedoslo k hemolyze nebo kontaminaci slozkami tkané.
Nemély by se pouzivat vzorky, u kterych je zfejmé srazeni krve.

+ Vzdy se ujistéte, Ze jsou odbérné zkumavky naplnény po uvedeny objem pInéni. V nadmotské vySce prevysujici
2500 stop (762 m) se nemusi odbérové zkumavky doplnit na stanoveny objem, coz ma za nasledek nespravny
pomeér krve vUéi antikoagulantu. Uzivatelé v téchto nadmorskych vyskach by si méli prostudovat protokoly na
odbér krve svych zafizeni ohledné pokynd, jak spravné naplnit zkumavky pro odbér krve.

» Vzorky by mély byt odebirany a zpracovany v souladu s politikou daného Ustavu a postupy souvisejici s
biologicky nebezpe¢nym materialem.

TESTOVACIi POSTUP
1. Viz uzivatelsky navod systému VerifyNow pro kompletni provozni pokyny.

2. Oteviete foliovy sacek a vyjméte testovaci zafizeni. Testovaci zafizeni by mélo byt drzeno pouze za prstovy tchyt.
(Viz obrazek 1)

3. Odstrarite ochranné pouzdro jehly z testovaciho zafizeni tazenim pfimo za pouzdro. Nekrutte pouzdrem, nebot by
se mohla vytahnout jehla.

4. Jakmile bude pfistroj pfipraven, vlozte do néj testovaci zafizeni.

5. Jakmile bude pfistroj pfipraven, jemné obracejte zkumavku se vzorkem alespon 5krat a viozZte ji na jehlu v
testovacim zafizeni. Pokud ma vas pfistroj kryt testovaciho portu, nyni jej zaviete. Pokud ne, pokracujte ke kroku
6.

6. Pristroj provede test a zobrazi vysledek pfiblizné za pét minut.

UPOZORNENI: Vzorek je pod tlakem. Neodstrarujte zkumavku se vzorkem ze zafizeni. Testovaci zafizeni vyjméte z
pfistroje az po dokonéeni testu.

7. Vyjméte zafizeni uchopenim prstového tchytu zafizeni a thhnéte smérem vzharu.

8. Nevyjimejte zkumavku ze zafizeni. Vyhodte celé zafizeni/zkumavku se vzorkem do pfislusné nadoby na biologicky
nebezpecny odpad.

VYKAZANE VYSLEDKY

Vysledky testu jsou nahlaseny jako jednotky reakce aspirinu (ARU), které se vypocitaji jako funkce miry agregace.
Interpretace vysledku se opira o nasledujici pfitazené preruseni:

Interpretace vysledki:

2550 ARU - dysfunkce desticek v souladu s tim, Ze aspirin nebyl zjistén

< 550 ARU - dysfunkce destiek v souladu s tim, Ze aspirin byl zji$tén

Vysledky by mély byt interpretovany v souvislosti s dalSimi klinickymi a laboratornimi udaji, které jsou k dispozici
klinickému |ékafi.

ZPRAVY PODAVANE PRISTROJEM

Za urcitych podminek muze byt prabéh testu prerusen. V takovém piipadé pfistroj zobrazi chybové hlaseni nebo
upozornujici zpravu. Podrobnéjsi vysvétleni téchto zprav naleznete v uZivatelském navodu VerifyNow.

KALIBRACE
Aspirinova testovaci zafizeni VerifyNow jsou kalibrovana ve vyrobnim z&vodé. Informace o této kalibraci jsou
obsazeny v ¢arovém koédu na sacku kazdého zafizeni. Carovy kéd musi byt naskenovan vzdy, kdyz se pouzije nova
Sarze zafizeni. Pokud se pouziva novéa Sarze zafizeni, pfistroj vyzve uzivatele zobrazenim ikony ¢arového kédu po
vloZeni testovaci zafizeni.

« Jakmile bude pfipraven, umistéte sacek zafizeni pred ¢teCku ¢arového kodu, ktera se nachazi na levé strané

pfistroje, takze ¢arovy kod na sacku licuje se ¢teckou ¢arovych kodu.
+ UslySite akustické pipnuti, kdyz pfistroj obdrzi pozadované informace.
+ Uzivatel musi jen znovu provést tuto ¢innost jednou pro kazdou Sarzi.

KONTROLA KVALITY

Systém VerifyNow zahrnuje nékolik mechanismu kontroly kvality, které zjistuji chyby zpisobené selhanim systému,
nepfiznivymi podminkami prostfedi a vykon operatora.

Vyrobce doporuduje, aby se elektronicka kontrola kvality (EQC) provadéla jednou denné. Toto opakované pouzitelné
zafizeni ovéfuje optiku, pneumatiku pfistroje a funkce michani €inidel.

Aspirinovy test VerifyNow také obsahuje nasleduijici vnitini kontroly:

+ Pristroj automaticky ovéfuje plnéni vzorku, spravny prenos kapalin a michani. Sleduje také elektronické a
mechanické slozky.

» Kazdé testovaci zafizeni obsahuje dvé urovné kontroly kvality k identifikaci neplatnych testovacich pokust
zpusobenych nahodnymi chybami, degradaci ¢inidla i nevhodnymi krevnimi vzorky. Pfed zahajenim aktivace
krevnich desti¢ek a vazani fibrinogenu, negativni vnitfni kontrola provede test na nespecifickou agregaci. V
disledku selhani tohoto testu se zobrazi upozorfiujici zprava (Pozornost 24) na pristroji VerifyNow a nebude
nahlasen zadny vysledek ARU.

« Beéhem aktivni faze testu pozitivni vnitfni kontrola sleduje reakci a vypocitava fidici jednotky, které musi byt v
ramci stanovenych mezi. Selhani pozitivni kontroly mize byt znamkou degradace ¢inidla nebo abnormaini
vzorku. Pfistroj VerifyNow ohlasi zpravu Pozornost 24 nebo Pozornost 28 a nebudou nahlaseny zadné jednotky
reakce aspirinu (ARU).

V ptipadé Pozornosti 24 je tfeba provést elektronickou kontrolu kvality (EQC) u funkce testovaciho pfistroje. Pokud
EQC projde, systém VerifyNow pracuje normalné. V téchto pripadech mize problém souviset s krevnim vzorkem a
meély by byt zkoumany nasledujici pfiiny Pozornosti 24:

» Testovanému pacientovi je podavana interferujici latka, napf. abciximab (ReoPro®), eptifibatid (Integrilin®), nebo

tirofiban (Aggrastat®).

* Pro odbér vzorku byl pouzit nespravny postup odbéru krve.

+ K provedeni testu byla pouzita zkumavka k likvidaci.

» Testovany pacient ma nizky pocet krevnich destiek, nizky hematokrit nebo dédiénou poruchu desticek.
+ Vzorek Kontroly kvality vihkosti probihal v reZimu Test pacienta misto v rezimu QC.

Pokud jako pri¢inu Pozornosti 24 nelze stanovit Zadny z vySe uvedenych, Kontrolu kvality vihkosti (WQC) trovné 2
Ize provadét k potvrzeni integrity testovaciho zafizeni a inidel.

V pfipadé Pozornosti 28 je tfeba provést elektronickou kontrolu kvality (EQC) u funkce testovaciho pfistroje. Pokud
EQC projde, systém VerifyNow pracuje normalné. V téchto pripadech mize problém souviset s krevnim vzorkem a
mély by byt zkoumany nasledujici pfiiny Pozornosti 28:

» Testovany pacient ma hematokrit mimo povolené rozpéti.

* Pro spusténi testu byl pouzit nespravné namichany vzorek.

+ Vzorek nebyl proveden béhem stanoveného ¢asového Useku.

Pokud jako pri¢inu Pozornosti 28 nelze stanovit Zadny z vy$e uvedenych, Kontrolu kvality vihkosti (WQC) trovné 2
Ize provadét k potvrzeni integrity testovaciho zafizeni a Cinidel.

Materialy kontroly kvality vihkosti (WQC) jsou k dispozici od spole€nosti Accriva Diagnostics pro ovéfeni integrity
systému VerifyNow. VerifyNow WQC urovné 1 a Grovné 2 jsou formulovany na klinicky relevantnich Grovnich a Ize je
pouzit jako soucast programu kontroly kvality v laboratofi. Materialy WQC jsou formulovany tak, aby rozpoznat vétsi
selhani systému.

Testovaci sada VerifyNow WQC (katalog #85047) je k dispozici od spolecnosti Accriva Diagnostics.

Vyrobce doporuéuje, aby Uroveri 2 WQC probéhla pokazdé jednou, kdyz je doru¢ena nova Sarze nebo nova zasilka
sad aspirinového testu VerifyNow. Kontrolni rozpéti jsou zahrnuta v oddile ,O¢ekavané hodnoty“ kontrolniho
pribalového letaku. Pokud kontrolni material nevede k vysledku v rozsahu danych hodnot, opakujte postup pomoci
nového zafizeni a materialu WQC. Pokud je hodnota stale chybna, pozadejte o pomoc technickou podporu
spole¢nosti Accriva Diagnostics.

OMEZENI TESTU

Lyofilizované ¢inidlo je hygroskopicka latka a mize se zkazit po del$im vystaveni vlivu vzduchu v mistnosti. Proto by
se mélo zafizeni pouzit kratce po vyjmuti z féliového sacku.

Pokud vysledky nejsou v ocekavanych mezich, je tfeba prosetfit moznost nespravného odbéru vzorkt a manipulace.
Opakujte test s novym zafizenim a vzorkem.

Pacienti s dédi¢nymi nemocemi krevnich destic¢ek, napf. nedostatkem von Willebrandova faktoru, Glanzmannovou
trombasténii a Bernard-Soulierovym syndromem nebyli v rdmci aspirinového testu VerifyNow zkoumani. Pacienti
uzivajici nasledujici antiagregacni ¢inidla nesméji byt testovani pomoci aspirinového testu VerifyNow, na zakladé
zdokumentovanych vysledku testovani interference: Inhibitory GP IIb/llla, dipyridamol, clopidogrel, nesteroidni
protizanétliva 1é¢iva (NSAIDs), ktera inhibuji enzymy COX-1 a/nebo COX-1, COX-2 (ibuprofen, naproxen, diclofenac,
indomethacin a piroxicam).

Neni zndmo provedeni asipirinového testu VerifyNow u pacient se ziskanymi anomaliemi desti¢ek nevyvolanymi
1ky.

Pacienti, ktefi byli Ié€eni inhibicnimi Iéky glykoprotein lIb/llla, by neméli byt testovani, dokud nebude obnovena
funkce krevnich desticek. Toto obdobi trva cca 14 dnli po ukonceni podavani Iéku na abciximab (ReoPro) a az 48
hodin u eptifibatidu (Integrilin) a tirofibanu (Aggrastat). Doba obnovy funkce desti¢ek se u jednotlivcu lisi a je delSi u
pacientd s poruchou funkce ledvin.

Vysledky aspirinového testu VerifyNow by mély byt interpretovany v souvislosti s dal§imi klinickymi a laboratornimi
udaiji, které jsou k dispozici klinickému lékafi.

UDRZBA

Pristroj VerifyNow neni uréen k tomu, aby jeho udrzbu provadél uzivatel. Pfistroje, které je tfeba opravit, musi byt odeslany

spole¢nosti Accriva Diagnostics. Pokud se u systému VerifyNow vyskytnou problémy, volejte technickou podporu Accriva
Diagnostics na Cisle (800) 579-2255 (US) nebo +1 (858) 263-2502 (mimo US).

CHARAKTERISTIKY VYKONU

Klinicka studie byla provedena pomoci aspirinového testu VerifyNow u pacientu ve tfech stfediscich. Cilem studie bylo
prokazat schopnost aspirinového testu VerifyNow méfit dysfunkci desti¢ek zpisobenou aspirinem. Vzorky odebrané
ze Zilni krve v 3,2% citranu sodném byly shromazdény od 65 pacientt béhem chronické lécby aspirinem (81 mg/den)
a 71 pacientu pred a po poziti 325 mg aspirinu a testovanych duplicitné pomoci aspirinového testu VerifyNow Pacienti
byli istné provérovani pro zapis do klinickych pokusut na zakladé stanovené anamnézy cévnich onemocnéni nebo
existence minimalné dvou z osmi rizikovych faktord pro vznik cévni choroby, jak je uvedeno v kritériich Americké
kardiologické asociace (stavajici nebo pfedchozi historie koufeni, hypertenze, hyperlipidémie, rodinné anamnézy
cévnich onemocnéni, Zeny po menopauze, diabetes mellitus (Uplavice cukrova), morbidni obezita nebo sedavy
zpusob zivota). (Viz tabulka 1).

Data nezahrnuji pacienty, ktefi uvedli, Ze v sou¢asné dobé pobirali jiné znamé antiagregacni latky nebo se u nich
vyskytovaly odchylky vyvolané bez aspirinu dysfunkce krevnich desti¢ek, at uz ziskané nebo vrozené.

Vysledky aspirinovych testt VerifyNow (duplikaty) byly vyhodnoceny viéi pfitomnosti a nepfitomnosti poZiti aspirinu.
Viz srovnavaci tabulka (tabulka 2) a bioinformaticka metoda dot plot, které ukazuji vysledky pfed a po podani aspirinu
(obrazek 2).

OCEKAVANE HODNOTY

Referenéni rozpéti hodnot ARU byla vypocitana od v§ech pacientt zapsanych v klinické studii. Vysledky jsou znazornény
v neparametrickém frekvenénim rozdéleni na obrazku 3. Hodnoty jsou rozdéleny jako pre-aspirinové a post-aspirinové.
Referencni rozpéti pro pre-aspirinové vzorky je 620-672 ARU (2,5 az 97,5 percentil).

Presnost

Jednoducha a komplexni pfesnost byla vypoctena pro aspirinovy test VerifyNow. Jednoduchou presnost urcil test
WQC VerifyNow Urovné 1 a Grovné 2. Tfi Sarze zatizeni byly jednotlivé testovany 20krat na jedné Sarzi kazdé urovné
kontroly. Vysledky jsou uvedeny v tabulce 3.

Komplexni pfesnost byla vypoctena pomoci pIné krve od dobrovolného darce déle jak 20 dnli za celkem 80 datovych
bodl. CV v rdmci pokusu uvedeny v tabulce 4 definuji pokyny NCCLS.

OCEKAVANY VYKON NA OCEKAVANYCH TESTOVACICH MISTECH

Terénni studie byly provedeny na tfech nelaboratornich mistech, kde bylo vybrano 65 osob bez laboratorniho $koleni
z obecné populace k provadéni aspirinového testu VerifyNow. Kazda osoba si pfecetla pokyny a poté testovala tfi

pfipravené vzorky na tfech riiznych drovnich ARU (tabulka 5).

Kazda osoba pak zaznamenala vysledek testu jako (+) pro ARU vétsi nez 550 ARU a (-) pro ARU mensi nez 550
ARU. Na kazdém testovacim misté testoval Skoleny uzivatel a zaznamenal tytéz vzorky. VSech 65 neskolenych
uzivatell spravné zaznamenalo vzorek A jako negativni (-) a vzorky B a C jako pozitivni (+). Byla tam 100% shoda
mezi vy$kolenych a neSkolenymi uzivateli na v8ech tfech testovacich mistech.

STUDIE INTERFERENCE

Laboratorni testy byly provedeny pro stanoveni uginku nékolika tfid Iék( na vysledky aspirinového testu VerifyNow.
Nasledujici Iéky mohou zpUsobit zménu ve funkci krevnich desticek. Nasleduijici informace by mély byt zvazeny pro
pacienty, ktefi maji byt testovani pomoci aspirinového testu VerifyNow.

« Inhibitory P2Y12: Plavix®, Ticlid® a Effient® jsou béZné predepisovany spolu s aspirinem. Pokud jsou vzacné,
mohou tyto latky u nékterych pacientt zplsobit snizeni ARU. Nicméné Gcinek inhibitord P2Y 12 nemél vliv na
kategorizaci pacientl uzivajicich aspirin, ze by mély dysfunkci desticek (tj. ARU < 550) v dusledku poziti aspirinu.
Trvani inhibiénich Uc€inkd se lisi mezi témito inhibitory P2Y12. Primérné trvani je vedeno nize:

* Plavix (az 5 dnu)
« Ticlid (az 5 dnt)
« Effient (az 10 dnu)

« Ostatni antikogulacni €inidla: Tato ¢inidla mohou vSechna inhibovat funkci destic¢ek a mohou mit za nasledek
snizenou hodnotou ARU nezavisle na ucinku aspirinu. Trvani inhibi¢nich G€inkl se mezi léky lisi. Primérné doby
trvani jsou uvedeny u kazdého Iéku.

« Aggrenox (10 dnu)
« Persantin (12 hodin)
« Pletal/Cilostazol (12 hodin)

* NSA: U NSA bylo podobné jako u aspirinu (ASA) prokazano, Ze inhibuji funkci desti¢ek. Na rozdil od ASA NSA
nevratné neinhibuji funkci krevnich desti¢ek. To muze vést k mensi inhibici desti¢ek zplisobenou ASA, pokud
jsou NSA a ASA podavany ve stejnou dobu. Primérné doby trvani téchto inhibinich ucinkd jsou uvedeny pro
kazdy lék.

« lbuprofen (Motrin, Advil) (8 hodin)

« Naproxen (Aleve, Anaprox, Naprelan, Naprosyn) (24 hodin)
« Diclofenac (Voltaren, Cataflam) (24 hodin)

« Indocin (24 hodin)

« Feldene (50 hodin)

« Inhibitory GP lIb/llla: Pacienti, kterym byl podavan tirofiban (Aggrastat®) nebo eptifibatid (Integrilin®) béhem dvou
dnU, nebo abciximab (ReoPro®) béhem tfi tydnu, by neméli byt testovani.

Ostatni tfidy bézné pouzivanych Ié€iv byly testovany bez vyznamného vlivu na vykon aspirinového testu VerifyNow
(antioxidanty, inhibitory ACE, antiarytmika, antikoagulancia, antidepresiva, inzulin, alopurinol, alkohol, beta-blokatory,
bronchodilatancia, blokatory kalciovych kanall, gastrointestinalni léky, betametazonem, lovastatin a hormon §titné Zlazy
L-thyroxin). Streptokinaza trombolytického Cinidla neprokazala méfitelnou inhibici funkce desticek, tak jak ji naméril
aspirinovy test VerifyNow.

Laboratorni a klinické testovani bylo provedeno na posouzeni vlivu hladiny nékolika krevnich slozek:

Testovaci vykon nebyla ovlivnén hodnotami hematokritu mezi 29 az 56% hodnoty poctu destiek 292.000 destiéek na
mikrolitr nebo stfedni az rozsahlou krevni hemolyzu vyvolanou fyzickou manipulaci. Stuperi hemolyzy byl stanoven
vizualnim zkoumanim plazmy z odstfedénych vzorkl odebranych sou¢asné se vzorky aspirinového testu VerifyNow.

U vzorku studovanych s koncentracemi triglyceridti az 577 mg/dl nebyly pozorovany zadné vyznamné interference.

VerifyNow aspirin AOKIMAZIA ANTIAPAZTIKOTHTAZ AIMOMETAAIQN

OAHIEZ XPHZHX
EAAnvikd

Texvikn utrootpign (H.M.A.) 1-800-579-2255
(AigBveig TeAATEG)) +1-858-263-2502 | techsupport@accriva.com

XPHZH A THN OMNOIA NPOOPIZETAI

H Aokipacia VerifyNow Aspirin gival pia TToI0TIKA £&€Taon TTou BonBa& aTnv avixveuon Tng aipoTTETOAIOKAG
duaAeiroupyiag Adyw TTpdoANWNG aoTTipivng o€ OAIKS aipa pe KITPIKA dAaTa, yia TTepIBEAov epyaaTnpiou f onueia
TTapoxnG PPovTidag.

Aut n dokipacia Sev TTPoopileTal yia Xpion O€ AOBEVEIG PE UTTOKEINEVEG TUYYEVEIG avwHAAIEG aIMOTTETAAIWY,
a0BeveiG pe avwPaAieg aIJOTTETOAIWY, U ETTAYOUEVES OTTO AOTTIPiVN 1) o€ aoBeveig TTou AapBavouv
QAVTIQIMOTTETAAIOKOUG TTApAyOVTEG XWPIG aaTTipivn (MTTOPEi va xpnalpomoindei o acBeveig utré Beparteia pe
ekAekTIKOUG COX-2 avaaToAeig, Tr.X. oehekogiptn (Celebrex®).

MEPIFPA®H MPOIONTOX

To ZuoTtnua VerifyNow gival éva gUoTnua OTITIKAG aviXveuang Tou BaaifeTal oTn BoAoCIPETPIa Kal TO OTTOi0 PETP
OUOOWHATW PaTa alpoTTETaAiwy. To oUoTnua atroTeAeiTal atrd éva pyavo, Jia CUOKEUR £¢ETaong piag Xpriong Kai
UAIKG TTo10TIKOU €AEyxou. BA. Eikéva 1 TTou avaTrapioTd T oUOKeUn €EETaong. Ta PETPO TTOIOTIKOU EAEYXOU
TepIAapBAvouy Eva NAekTpovikd cUaTNUa ToIoTIKOU eAEyxou aTo 6pyavo (EQC), duo eTrireda TTOIOTIKOU EAEyXOU
uypwv (WQC) kai ecwTepIKoUg TToIoTIKOUG eAEyxoug. To dpyavo eAéyxel OAeg TIG aAAnAouxieg Tng dokiyagiag, T
Bepuokpaaia, TNV avapeign Tou avTidpaoTnpiou-deiyuaTog Kal eKTEAEI auTodIaYVWOTIKOUG EAEYXOUG. APOU OAOKANPWOET
n dokiyacia, TpoadiopifeTal 0 BaBudg AeIToupyiag Twv alPOTTETAAIWY Kal eu@avieTal To ammoTéAeapa. H ouokeun
TIEPIEXEI VA AUOPIAOTIOINUEVO TTAPAOKEUAOUA CQAIPIDIWY ETTIKAAUPPEVWY PE QVOPWTTIVO IVWEOYOVO, aywVvIoTH
aipoTreTaAiwy Kal puBUIOTIKG didAupa. To deiypa OAIKOU aipaTog Tou acgBevoug dlavEéPETal QUTOPATA ATTO TO CWARVA
ouUAAoyNAG aipaTog péoa oTn CUCKEURA atTd To OPYavo, Xwpig va aTTaITETAl XEIPIOPOG TOU QilaTog aTrd TO XPOTH.

APXH

H aompivn enpeddel Tn Aeitoupyia Twv aipoTTETaAiWY, avacTEAAOVTAG UE Un avaoTPEWIKO TPOTTO TNV KUKAooguyevdaon-1
(COX-1), T0 évqUHO TTOU EUTTAEKETAI OTN PETATPOTTA TOU apaxISovikoU o&éwg ot BpopBogavn A2, n otroia evepyoTTolei
TeNIKG Toug uTTod0XEIG GP Ib/llla Trou euTTAékovVTal OTN CUCOWHATWON TwV aIpoTTETAAWY. EGv n aoTipivn £xel amrogépel TO
QAVAPEVOPEVO AVTIOIMOTIETAANIAKS aTTOTEAEOUA, N £V Adyw cuagowpdTtwan dev oupBaivel. H Aokipaaia VerifyNow AoTripivn
EVOWMOTWVEI TOV aywVvIoTH apaxISoviké ogU yia va evepyoTToifael Ta aipoTteTdAia. H Aokipacia aatmipivng eival oxediaopé-
v yia Tn YETpnon TnG AeIroupyiag Twv aigotreTaAiwy BAoel TNG IKAVOTNTAG TWV EVEPYOTTOINUEVWY QIUOTTETOAIWY VO SEOUEU-
ouv Ivwdoyovo. Ta eTTIKAAUPPEVA PE IVWSOYOVO HIKPOCWHATISIO CUCCWHATWVOVTAI 0TO OAIKS aia EUBEWG avaAoya e
Tov apiBud Twv eAeUBepwv GP Ib/llla aigotreTaNiakwy utTrodoxEwv. H HETAS00T GwTg QUEAVE], KABWGS T EVEPYOTTOINHEVT
aigotreTdAia deTUEUOUV KOl CUCCWHOTWVOUV Ta ETTIKAAUPPEVA PE IVwdoyovo o@aipidia. To dpyavo PETPa auTh TNV aAAayn
OTO OTITIKG GrUA TTOU TTPOKAAEITAI OTTG TN CUCCWHATWAT).

YAIKA MOY NAPEXONTAI
+ 10 (PN: 85053-10) i 25 (PN: 85053) ouokeuég Aokipaaiag VerifyNow Aspirin, aTopIké o@payIopéVeg o€ Brikeg
aloupiviou. K&Be ouokeur| eE€Taong TrepIEXEl AUO@IAOTTOINUEVA KAl ETTIKAAUPMEVA JE IVWBOYOVo ogaipidia, aywvioTr
aipoTTeTaAiwy, TTETTTIdI0, AcukwiaTivn Bogiou opol, aTaBepoTTOINTH Kai PUBUIOTIKG SIGAUHA.

®YAA=H KAI XEIPIZMOZ ANTIAPAZTHPIQN
» AeikTng Tou KIT oUOKEUNG dokipaaiag: KaBe kit Aokipaoiag VerifyNow éxel éva Oeiktn Beppokpaciag oTo e§wTePIKS TG
ouokeuaoiag. O xprioTng kaBodnyeital va emBewpei To Seiktn kaTd TV TTapaAar} Tou KIT. EGv o deiktng éxel aAGEe!
XPWHOa, TOTE TO KIT £XEI EKTEDET O€ augnuévn Beppokpaaoia Kal TTPETTE va ekTEAETTEI MoloTIKAG €Aeyx0g uypwv (WQC)
Emimédou 2 yia va diao@alioTei n opBr Aeimoupyia Twv avridpaoTtnpiwv. O AgikTng Beppokpaaiag avixvelel o@aApaTta
TIoU o@eilovTal o€ SUOHEVEIG TTEPIBAANOVTIKEG OUVORAKEG.
»  Na @uAdooeTe TIg oUOKEUEG £EETaong ot Beppokpaoia 2 °C €wg 25 °C (36 °F éwg 77 °F).
* Av @uAdocoovTal OTO YUyEio, VO OPrVETE TIG CUOKEUEG EGETAONG VO OTTOKTAOOUV Bgppokpacia dwpatiou, 18 °C éwg 25
°C (64 °F éwg 77 °F) Tipiv Tn Xprion.
*  O1 ouoKeU£G eEETaONG Ba TIPETTEI VO TIAPAUEVOUV OPPAYICUEVEG OTN CUCKEUATia aAOUIVIOU PEXPI TN OTIyURA TTou Ba
XpnoiygotroinBouyv, yia va atro@euxBei BAGRN atmd Ty uypacia.
YAIKA MOY AMAITOYNTAI AAAA AEN NMAPEXONTAI
*  ZwAnveg ouhhoyrig aigatog 2 ml Greiner Bio-One Vacuette® tou trepiéxouv 3,2% KITpikd VATPIO. ZWARVEG
ouMoyng aipatog 1,8 ml Greiner Ap. KataAdyou 454322 1} Nipro Ap. KataAdyou NP-CW0185-1 trou Trepiéxouv
KITPIKG VATPIO (3,2%).
» Opyavo VerifyNow pe HAektpoviké MoioTikd ‘EAeyxo (EQC).
» [Mpoodiopiopsdg VerifyNow WQC, Ap. Katahdyou 85047.

FENIKEZ NMPO®YAAZEIZ

» Ta in vitro dlayvwoTIKA xprion.

* To Opyavo VerifyNow kai Ta e€apTripaTtd Tou Ba TTPETTEI VO XPNOIHOTIOIOUVTAl ATTOKAEIOTIKA, CUNQWVA HE TIG
odnyieg TTou uttapxouv aTo Eyxeipidio xpriong.

* Mnv xpnoipotroieite Tn cuokeur Aokipaciag VerifyNow Aspirin r) Ta uhikd WQC petd Tnv nuepopnvia Angng.

» OAa 1o deiypata acBevwv Ba TTPETTEN va avTIHETWTTICOVTAI WG duVNTIKG PECT HETADOONG ACOEVEILV.

+  Ta deiypata Ba TTPETTEl va avTIHETWTTI(OVTAl WG eTTIKIVEUVO BIOAOYIKO UAIKO Kal O XEIPIOPOG TOUG Ba TTPETTEN VO
yiveTal gUp@wva pe TIG TTONITIKEG TOU 1I8PUHATOG.

+  To avridpaoTripia kataokeuddovTal atmd éva UNKO KekaBappévo atrd avBpwimivo TTAGopa TTou BpEBnke apvnTikO
yia OAEG TIG HETABOTIKEG A0BEVEIEG TTOU e&eTdaTNKAY, GUpTTEpIAapBavopévou Tou HIV-1, HIV-2, Tou avTiyévou

em@aveiag Tou 100 Tng HmmaTimdag B (HBsAg) kai Tou HCV. Na xeipifeaTe TIG OUOKEUEG £E£TAONG WG ETTIKIVOUVO
BloAoyiké UAIKG Kal val TIG ATTOPPITITETE HE TOV KATAAANAO TPOTTO.

ZYAAOI'H KAI XEIPIZMOZ AEIrMATOZ

‘OAa Ta deiypata oAikoU aipaTog TTou egeTdovTal Ba TIPETTEI VO TIPOEPXOVTAI OTTO CWAVEG GUANOYNG QiaTOG UTTO KEVO

Greiner Bio-One Vacuette® 2 ml pepikng TAfipwaong 3,2% o€ KITpIkG VATpIo 1 owArveg ouhhoyrig aipaTog Nipro Ap.

NP-CWO0185-1 (1,8 mL) trou trepiéxouv 3,2% kiTpikd vaTpio. Ta deiyyata Ba TpETel va cuAAéyovTal peTagy 2 kai 30

WPWV PETA TNV TIPOcANYnN aoTripivng. To aipa TpéTrel va Trapapével TouAdyioTov 30 AeTTTd petd Tn cuAdoyn TIpiv

€€eTaOTEl, AANG OXI TIEPICOOTEPO OTTO 4 WPEG.

0dnyieg yia cuAAoyR Seiypatog ateubeiag ard cwAnRveg CUAAOYAG UTTO KEVO:

1. To oAIké aipa pTTopei va oUMEeXBei aTTd PAEBIKG 1} aPTNPIGKG CnuEia XPnoidoTrolwvTag BeAdva diapeTpApaTog 21
gauge 1) HeyoAUTEPO 0€ TWArvVa CUANOYNG UTTO KeVO, HEPIKNG TTARpwonNG 3,2% o€ KITpika dhata. Ta deiypata
aigatog Ba TPETTel va AapBavovTal atrd TV akpn pIag TTEPIPEPIKAG PAEBAG EAEUBEPNG EYXUTEWV.

2. Mpwra, TapTe éva owAARVa eKKEVWONG (TOUAdyIoTov 2 ml).
3. AvaoTpéwte atraAd To wAfva Tou deiypaTtog 5 Qopég yia va eEac@aiioeTe TTAPN avApEIEn TOU TTEPIEXOUEVOU.
E1dikég 08nyieg aipoAnyiag amoé pAeBokabeTripa:

1. Ta deiypata oAikoU aipatog TTou AapBavovtal atré AeBokabeTrpa TTPETTEl va CUAAEyovTal 0ol aTToppIpOEi
£TTOPKNAG TTOadTNTA (TTEPiTTOU 5 M) TTpoKEINévou va kaBapioel n ypapur. BeBaiwbeite 611 0 pAeBokabeTripag eival
KaBapog a1é BpduBoug.

2. Ortav xpnolpotolgite BeAdva, HETAQEPETE TO aia 0TO CWAVA GUANOYNG aipaTog apéowg PETE TN Ajwn.
3. AvaoTpéyte atmaAd To cwAfva Tou SeiypaTog 5 POPES yia Vo EE00QANIOETE TTARPN aVAUEIEN TOU TTEPIEXOHEVOU.

Mpo@uAdageig katd Tn cuAAoyn deiyparog:

*  AkaTEAANAEG TEXVIKEG CUANOYNG QiaTOg EVOEXETAI VA TIPOKAAETOUV €va aTTOTEAEOUA OQAAPaTOG «Error 24».
Avatpégte otnv evoTnTa MoloTikoU EAéyxou o€ autd To £€vBeTO CUOKEUATIag yia TTPOCBETEG TTANPOPOPIEG.

+ Edv yivetal aipoAnyia yia CBC (evikny aiparog) tTautdxpova pe Tn ouldoyn deiypatog yia n Aokigacia VerifyNow
Aspirin, va AapBdvetal TeAeuTaio 1o deiypa yia n CBC.

* Mnv @uAdooETE OTO Wuyeio 1) TNV KaTawugn Ta deiypaTta aipaTog.

* H oulhoyn delypdTwy aipartog Ba TTPETTEl va EKTEAEITAI UE TIPOCOXK Yia va atro@euxBei n aipdAuon r) n yéAuvon
ato 10TIKOUG TTapayovTes. Agv Ba TTPETTEl va XpnolpoTroloUvTal deiypaTa pe evoeigeig BpduBwong.

+ Mavra va dlao@alifete 6T oI GWARVEG CUANOYNG AiATOG CUPTIANPWYVOVTAI HEXPI TOU EVOEIKVUOHUEVOU GYKOU
TARpWONG. Ze uWopeTpa PeyaAuTepa amd 2500 pétTpa avw atrod 1o eTTiedo TNG BAAAcaag, oI CWARVEG
OUAAOYNG aipaTog EVOEXETAI VA PNV CUPTTANPWVOVTAI MEXPI TOU TTpoKaBopiopévou GyKou, KATI TTou odnyei o€
€0QAAPEVN KATAVOUR TOU QipaTog OTO AVTITINKTIKG. O1 XPrOTEG O€ QUTA TA UYPOUETPO Ba TIPETTEI VA AVATPEXOUV
oTa TTPWTOKOAAG CUAAOYAG QipaTOG TNG TTEPIOXAG TOUG YIa 0dnyieg opBng TTARPWGONG TwV CWARVWY CUAOYNAG
aiyarog.

* H oulhoyn kai 0 XeIpIopdg Twv SelyHdTwy Ba TTPETTEN va YivETal CUN@WVA PE TIG TIOANITIKEG TOU IBpUHATOG Kal TIG
J1001KaTiEG TTOU aPOPOUV OTa £TTIKIVOUVA BIOAOYIKG UAIKG.

AIAAIKAZIA EZETAZHZ
1. TNa TARpeIg odnyieg Aeitoupyiag Tou ZuaTthuatog VerifyNow, avatpégte ato Eyxeipidio xpriong.

2. AvoiTe TN oUOKEUOOIO AAOUMIVIOU KOl aQaIpEOTE T OUCKEUN e€€Taong. O CUOKEUEG eEETaoNG Ba TIPETTEN va
mavovtal pévo aré Tn xeipoAaBn. (BA. Eikéva 1)

3. A@aipéoTe TO TIPOCTATEUTIKO TTEPIBANMA TNG BEAdVAG aTrd Tn CUOKEUN €EETAONG TPABWVTAG TO EUBEia TTPOG Ta
Tavw. Mnv TIEPIOTPEPETE TO TTEPIBANPA, KABWG auTd PTTOPET va aTTopakpUvel Tn BeAdva.

4. ZTn utrodoxn Tou Opyavou, EI0AYETE T CUOKEUN SOKINATiag HECa OTO OPYavo.

5. Zmnv utrodoxr) Tou opydvou, yupioTe aTTaAd TTavVw-KATw To CwARva deiypatog 5 popég kal TOTToBETAOTE ETTAVW OTN
BeAdva oTn cuokeur| Sokipaaoiag. Av To dpyavo €xel kKadAuppa aTn BUpa SokIpaaciog, KAEIoTe To Twpa. Av Oxl,
TIpoXwpPnoTe oTo Brjua 6.

6. To 6pyavo Ba ekTeAéoel Tn doKIJaoia kal Ba epavioel To ATTOTEAETHA O€ TTEVTE AETTTA TTEPITIOU.

MPOZOXH: To deiypa BpiokeTal uttd Tiean. Mnv agaipeite To CwARva deiyyaTog atré Tn CUOKEUR. AQaIpéTTE TN
OUOKeUn SoKIPagiag atré To dpyavo POvo apou oAokAnpweEi n dokipaaia.

7. AQQIpEOTE TN CUCKEUN TTIAVOVTAG TN XEIPOAARH TNG CUOKEUAG Kal TPABWvTag Tnv eubeia Kal TTPOg Ta TTavw.

8. Mnv agaipeite To CwWAAvVA AT TN CUOKEUH. ATTOpPIYTE TN OUOKeUN e&éTaong/ cwArva deiypaTtog o€ katdAAnAo
doxeio aTToRAATWY yia eTKivouva BIOAOYIKE UAIKG.

ANAOGOEPOMENA ANOTEAEZMATA

Ta amoteAéopara Tng dokipaciag avagépovtal wg Movdadeg AvtidpaoTikétntag AaTpivng (ARU), ol otroieg
uTroAoyidovTal wg oUVAPTNON TOU TTO00OTOU CUCOWHATWONG. H epunveia Twv amoteAeopdtwy BacifeTal oTa
akdAouBa €18IKE GpIa ATTOKOTIAG:

Epunveia Twv ammoteAeoudiwy:
2 550 ARU - d¢ev avixveUetal duoAeIroupyia aipoTTETOAIWY TTOU CUVADEI UE aoTTIPiVN
<550 ARU - avixveUetal SuoAsiToupyia aigoTTeTaAiwy TTou oUVAdEl PE QOTTIPIVN

Ta amroteAéopara TTPETTEI va epunvelovVTal 0€ GUVOUAOUS hE Ta GAAa KAIVIKA Kal EpyaoTnpiakd dedopéva Trou €XEl OTn
5166¢e0t) TOU 0 10TPAG.

MHNYMATA OPTANOY

Y16 opiopéveg OUVORKEG, pIa SoKIpaaia evOEXETAI va aTToPPIPOEi. ZTNV TIEPITITWAN aUTH, To 6pyavo Ba eupavioer Eva
uAvupa ogdApatog (Error) ) mpoooxnig (Attention). lMa o AetrTopepr| €§ynon autwyv Twv PNVUPAETWY, TTapakaAoUpe
va avarpégete aTo Eyxepidio xpriong Tou Zuotruarog VerifyNow.

BAOMONOMHZH

H BaBpovounon Twv cuokeuwv Aokipaaiag VerifyNow Aspirin yivetal oTo epyoaTdoio. Autri n TTAnpogopia

BaBuovounaong TEPIEXETAI OTO YPAUHWTO KWIIKA TTAvVW oTn BrKkn KaBe ouokeung. O ypapPwTOg KWAIKAG TIPETTEN VO

gapwVeTal KABE Popd TTou eGeTAETaI pIa VEX TTAPTION CUCKEUWV. EGv xpnoipotroinBei véa TrapTida oUoKEUWY, To 6pyavo

Ba Kkdvel TTPOTPOTTA aTO XPNOTN, EPPAVICOVTAG £V EIKOVIDIO YPAUHWTOU KWAIKA, apou eloaxBei N cuokeur| dokiyaoiag.

* XNV uttodoxr, TOTTOBETAOTE TN BAKN TNG GUOKEUNG UTTPOCTA OTTO T GUCKEUN avayvwaong (reader) ypapuwToU

KWJIKa TTOU BPICKETAI OTNV APICTEPH TTAEUPA TOU OPYAVOU ETOI, WOTE O YPAUHWTOG KWIIKAG VO EUBUYPAUMICTET HE
TN GUOKEUN avAyvwaong YPaPPwToU KWJIKA.

* 'Eva nxnTik6 orjga Ba akouoTei dTav To Opyavo AGBEI TIG aTTAITOUNEVEG TTANPOPOPIES.
» O XpAoTNng XPeIAdeTal POVO va eKTEAET AUTH TNV evEPyEIa pIa Qopd avd TTapTida.

MOIOTIKOXZ EAEMX0OZ

To ZUoTnua VerifyNow trepiAapBaver TTOAMOUG unxaviopoUg TroloTIKoU AEyXOU TTou EVTOTTI(OUV Ta COAAPATA TTOU
opeilovtal o€ BAGBEG TOu CUCTAPATOG, BUCUEVEIG TTEPIBAAAOVTIKEG TUVBNKEG Kal OTNV aTTG300T TOU XEIPIOTH.

O kaTaokeuaoTg ouvioTd va ekTeAeital HAekTpovikdg MoloTikdg ‘EAeyxog (EQC) pia gopd Tnv nuépa. Auti n
ETTAVOXPNOIUOTIOIOUPEVN OUCKEUH ETTAANBeUEl TN BOAOCIUETPIA TOU OpYAvou, TO CUCTNHA TIETTIECUEVOU aépa Kal TIG
AgiToupyieg avapeiEng Twv avTidpacTnpiwy.

H Aokipaaia VerifyNow Aspirin TrepI€xel €TTiIoNG Toug akOAOUBOUG E0WTEPIKOUG EAEYXOUG:

» To 6pyavo eTaAnBevel autdpaTa TNV TTAPWON SeiyPaTOg, TN CWOTH) HETAPOPA UYPOU Kal TV AVAUEIEN.
MapakoAouBei eTTiong Ta NAEKTPOVIKA Kal unxavika eEaptriuara.

+ Kd6e ouokeun} dokipaaiag epiAapBavel dUo emiTTeSa TTOIOTIKOU EAEYXOU YIa TOV TTPOCBIOPIOHO TWY GKUPWY
£CETACEWY TTOU TIPOKAAOUVTal OTTO TuXaia a@dApara, atrodounan Tou avTidpaaTnpiou A akatdAAnAa deiypata
aigarog. Mpiv EEKIVAOEI N EVEPYOTTOINGN TWV AIMOTTETAAIWY Kal N oUvSeon pe To Ivwdoydvo, o apvnTikdg
E0WTEPIKOG EAEYXOG EKTEAET P SoKIpaaia yia Pn-e1dIkr) cuoowpaTwaon. Mia atrotuyia auTrig TG Sokipaaiog Ba
£xel wg amotéAeapa éva privupa Mpoooxng (Attention 24) atd 1o épyavo VerifyNow kai kapia avagopd
arroteAéoparog ARU.

+  Kartd 1 didpkeia TG evepyou @Aaong Tng doKINaciag, o BETIKOG ECWTEPIKOG EAEYXOG TTAPAKOAOUBET TNV avTidpaon
Kail uttoAoyiel Tig Movadeg eAEyxou, OI OTTOIEG TTPETTEI VA EUTTITITOUV EVTOG CUYKEKPINEVWY opiwv. Mia atroTuyia
TOU BETIKOU EAEyXOU PTTOPET Va gival eVOEIKTIK atTodOUNaong avTidpacTnpiou i pn guoloAoyikou deiyparog. To
6pyavo VerifyNow Ba avagépel éva privupa «Attention 24» i «Attention 28» kai dev Ba avagpepBolv Movadeg
AvtidpacTikétnTag AoTipivng (ARU).

Z& TEPITITWON PNvUpaTog «Attention 24», Ba TTpéel va ekTeAeaTei HAekTpovikog MoioTikdg ‘EAeyxog (EQC) yia va
eAeyxBei n Aeitoupyia Tou opydavou. Eav o EQC TeTUxel, To Z0oTnua VerifyNow AeIToupyei Kavovikd. Ze auTég Tig
TIEPITITWOEIG, TO TTPOBANUA EVOEXOUEVWG VO OXETICETAI E TO Deiypa aipaTog Kal Ba TTPETTel va SiepeuvnBouv ol
akdAouBeg aiTieg yia To pAvupa «Attention 24»:

» O aoBeviig Trou e€eTddeTan ival uTTé Bepatreia e ouoia TTou AAANAETTIOPE, OTTWG apTToIgIuauT (ReoPro®),
eTm@IPTTaTion (Integrilin®) A Tipo@iRavn (Aggrastat®).

+  Xpnoigotroienke akaTGAANAN TEXVIK) CUANOYIG aidaTog yia TN Afjyn Tou deiyparog.

* O owArvag amméppIyng XPNOoIUOTIOINONKE yia TNV EKTEAETN TNG DOKINATIOG.

+ O aoBevrg TToU EETAZETAI £XEI XAUNAG aPIBUS QIPOTTETOAIWY, XaUNAS QIPATOKPITN A KANPOVOUIKH Siatapaxr
aIgoTTETAaAiWV.

+ Aciypa MoioTikoU EAEyxou Yypwv €GETAOTNKE eV To 6pyavo ATav oe AsiToupyia e&étaong aoBevolg kai 6x1 o€
Aermoupyia QC.

Edv kavéva atré Ta rapaTrdvw dev UTTOPEi va TTPoadIopIoTEi OTI gival n aiTia Tou punvupaTog «Attention 24», ptropei
va ekTeAeoTel MoloTikdg ‘EAeyxog Yypwyv (WQC) Emmimrédou 2 yia va emiBeBaiwbei n akepaidTnTa TNG CUCKEUAG
SOKIPaoiag Kal Twv avTidpacTnEiwy.

Ze mepiTTwon pnvodarog «Attention 28», Ba Tpétrel va ekteAeoTel HAekTpOVIkOG MoioTikdg ‘EAeyxog (EQC) yia va
eAeyxBei n Aeitoupyia Tou opyavou. Eav o EQC eTUxel, To ZUoTnua VerifyNow A€IToupyei Kavovikd. Ze auTég TIG
TIEPITITWOEIG, TO TIPORANUA eVOEXETAI VA OXETICETAI Pe TO deiypa aipaTog kal Ba TTpETTel va diepeuvnBoUv ol akOAouBeg
aitieg yia 1o prjvupa «Attention 28»:

* O 0aoBevrig TTou €CETAZETAI £XEI AIPATOKPITN EKTOG TOU EQAPHOIOPEVOU EUPOUG.
* 'Eva akat@AAnAa avapepelypévo deiypa XpnoIpoTIoIenKe yia TNV eKTEAEON TNG SOKIPATIaG.
+  To d¢eiypa dev €EETAOTNKE EVTOG TOU KOBOPIGPEVOU XPOVIKOU SIQCTANATOG.
Edv kavéva atmd Ta Tapatrdvw Sev PTTOPET va TTpoadiopIoTei OTI gival n aitia Tou punvupaTog «Attention 28», ptropei va

exteAeoTel MoloTikog ‘EAeyxog Yypwv (WQC) Emimrédou 2 yia va emRBeBaiwBei n akepaidTNTa TNG CUOKEUNG SOKIPATiag
Kol TwV avTISpacTnpiwy.

Ta uAikd MoioTtikou EAéyxou Yypwv (WQC) diatiBeval ammé Tnv Accriva yia eTTaABeUon TNG AKEPAIOTNTAG TOU ZU-
otparog VerifyNow. O1 Moiotikoi ‘EAeyxol Yypwv VerifyNow WQC Emimrédou 1 kai ETrimrédou 2 TrapackeuadovTal o€
KAIVIKWG OXETIKG ETTITTESQ KOl UTTOPOUV VO XPNGCIPOTIOINBoUV WG PEPOG EVEG TIPOYPAHHOTOG EPYATTNPIOKOU TTOIOTIKOU
eAéyxou. Ta uhikd WQC eival oxedlacuéva va evioTTi(ouv UEifoVeEG AOTOXIEG TOU GUCTAUATOG.

To kiT TTpocdiopiopou TToloTikoU eAéyxou uypwy VerifyNow Assay WQC (Ap. KataAdyou 85047) eival Siabéaipo améd
Tnv Accriva.

O KATAOKEUOOTAG OUVIOTA va ekTeAeiTan dag MoloTikdg EAeyxog Yypwv Emirédou 2, kéBe gopd TTou TrapaiauBdaveral
Hia véa TrapTida A pia véa atmooToAr KIT Aokipaaoiag VerifyNow Aspirin. Ta e0pn eAéyxou TrepiAapBdvovTal oTnv evotnTa
Avapevopeveg TIUEG OTo €vBETO ouakeuaoiag eAEyXou. EGv 1o UAIKO eAEyxou Bev SWOEI ATTOTEAEOUA EVTOG TWV TIHWV
TToU avagépovTal, emavaAdBeTe Tn dladiKacia XPNOIUOTIOIVTAG VER GUOKEUR Kal VEo UAIK6 WQC. Av n Tipr| TTOpapEéVel
AavBaopévn, kahéoTe TNV Texvikr uTroaTrpIgn TNG Accriva yia BorBeia.

MEPIOPIZMOI THZ AOKIMAZIAZ

To Auo@ihoTroinuévo avTIdPaaTrpIo €ival UypooKoTTIKG UAIKS Kal EVOEXETAI VO ATTODOMEITAI HETE ATTO TTAPATETANEVN
€kBean oTnv atpdoPaipa. Qg ek TOUTOU, N CUOKEUN €EETAONG Ba TIPETTEI VO XPNOIUOTIOIEITAl APECWG PETE TNV APAiPETT)
NG atd TN Brjkn aAoupiviou.

‘Otav Ta ammoteAéopata Sev gival EVTOG TwWV AVAUEVOUEVWY opiwv, Ba TTpETTel va digpeuvdrTal n TBavoTnTa akaTdAANANG
ouAhoyng | XeipiopoU Tou deiyparog. ETravaAdBare Tn dokipaoia pe véa ouokeun EETaong Kai véo Seiypa.

O1 aoBeveig e KANPOVOPIKEG DIATAPAXES TWV aIPOTTETAAIWY, OTTwG AveTTdpkeia Tou Trapdayovta von Willebrand,
©poppacbéveia Glanzmann kai Zuvdpopo Bernard-Soulier dev £xouv peAetnBei pe Tn Aokipaaia VerifyNow Aspirin. Oi
aoBeveig Tou AapBdavouv Toug akdAouBoUg avTIaIOTTETAAIAKOUG TTAPAYOVTEG DEV HTTOPOUV EVOEXOPEVWG VO EAEYXBOUV
pe n Aokipaoia VerifyNow Aspirin, BAoel Twv TEKUNPIWHEVWY ATTOTEAEOUGTWY aTTd TIG £EETATEIG AAANAETTIOpaONG HE
GAAeg ouoieg: avaaToAeig GP lIb/llla, dirrupiSapdAn, khotdoypéAn, pun-oTepoeidr) avT-pAeypovwdn eappaka (MZAD),
Ta omoia avaoTéAAouv Ta éviupa COX-1 A/kal Ta éviupa COX-1, COX-2 (IBoutrpo@évn, vatrpogévn, SIKAO@evAakn,
IvdopeBakivn Kai TpogIkaun).

Aev gival yvwaoTr n ammédoon Tng Aokipaoiag VerifyNow Aspirin o agBeveig pe eTTiKTNTEG avwUaAieg alpoTeTaAiwy, pn
ETTAYOUEVEG ATTO PAPHAKA.

O1 aoBeveig TTou €xouv uTTOBANBE o€ Bepareia pe avaoToAeig Mukopwreivng llb/llla dev Ba TTpétrel va egeTadovTal
HEXPIG OTOU aTToKaTaoTaBE N AgiToupyia Twv aipotreTaAiwy. AuTr n Xpovikr} Trepiodog ival TrepiTrou 14 NUEPES PETA TN
SI0KOTTA TNG Xoprynang auToigiuauTng (ReoPro) kai péxpr 48 wpeg PeTd Tn dIAKOTIH TNG eMTIQINTIATIoNG (Integrilin)
Kal TG TIpo@IBavng (Aggrastat). O xp6vog atrokatdoTacng TNG AEIToUpyiag Twv aipoTTeTaAiwY TTOIKIAAEI peTagy Twv
arépwy Kai gival peyaAUTEPOG OTOUG A0BEVEIG HE VEPPIKT SuaAeiToupyia.Ta atroTeEAéopaTa aTrod TN

Aokipacia VerifyNow Aspirin 8a TpéTrel va epunvedovTal o€ ouvduaopoé pe Ta GAAa KAIVIKG Kal epyacTnpiakd Sedopéva
TToU £X€1 0Tn dIGB£0T) TOu O 10TPOG.

SERVICE

To Opyavo VerifyNow dev TrpoopileTal yia service até 1o xpriaTn. Ta 6pyava Tou Xpridouv ETTIOKEUNG aTTaITEITal VOl
emoTpépovtal otnv Accriva. Edv utrdpyouv rpoBAfpara mou oxeTidovTal ye 1o ZuoTtnua VerifyNow, kaAéoTe Tnv
Texvikr uTrooTpIgn TNG Accriva oTo (800) 643-1640 (H.MN.A.) | +1 (858) 263-2502 (AieBveig TrEAGTES).

XAPAKTHPIZTIKA ANOAOZHZ

Mia kAvIKr peAéTn Si€rxOn pe T Aokipaaia VerifyNow Aspirin o€ aoBeveig o€ Tpia kévipa. O oTéX0og TNG HEAETNG ATAV Va
amodeigel Tnv IkavéTnTa TNG Aokipaaciag VerifyNow Aspirin va petpd n dUCAEIToupyia Twv aigoTreETaAiwY TTou oQeiAeTal
oTnv aoTpivn. Asiypata @AeBIKoU oAikoU aipatog o€ 3,2% KITPIKG VATPIo CUAEXBNKav ammd 65 aoBeveig ae xpovia
Beparreia e aomipivn (81 mg nuepnaoiwg) kai 71 acBeveig TTPIv Kal peté T Afyn 325 mg aoTmipivng Kai e§eTdoTNKAV €1G
SimmAouv pe T Aokipacia VerifyNow Aspirin. Mla Tnv eicaywyr} oTnv KAIVIKA HEAETN, N SiaAoyr| Twv aoBevwv yive
TIPOPOPIKA, BATEI TOU AVaPEPOUEVOU IOTOPIKOU QYYEIOKAG VOOOU 1 TTapouaciag dU0 €K TwV OKTW TTapayOvTwy KIvOUvou
QavATITUENG ayYEIOKNG VOoOU, OUHQWVA UE Ta KPITApIa TN Apepikavikhg Kapdiohoyikig ETaipeiag (10Topikd kamviopaTog
o710 TTapPOV 1| 070 TTAPEABSY, UTTEPTAOT, UTTEPAITTIOAILIC, OIKOYEVEIKS IOTOPIKG QYYEIOKAG VOOOU, HETO-EUUNVOTIAUCIAKEG
yuvaikeg, oakyapwdng SIBATNG, voonpn Traxuoapkia i kaBioTikA wn). (BA. Mivaka 1).

Ta dedopéva dev TrepIAapBavouv acBeveig ol otroiol avépepav OT EAduBavay TTE GANOUG YVWOTOUG avTIIHOTTIETANIaKOUG
TIAPGYOVTEG I €ixav avwpaAieg SUCAEITOUPYIag Twv aIJOTTETAAIWY, U ETTOYOUEVES ATTO AOTTIPIVI, EiTE ETTIKTNTEG EITE EK YEVETAG.
Ta armroreAéopara TG dokipaaiag VerifyNow Aspirin (€1g SITTAOUV) ekTIHABNKAVY £vavTl TNG TITAPOUGIag Kai Tng aTrouciag
Aqyng aoTpivng. ZTov Trivaka cupgwviag (Mivakag 2), utropeite va SeiTe TN cup@wvia Kal To JiIdypappa SIacTIopdg TTou
Seixvouv Ta atroteAéopaTa TPV Kai PETd TNV aaTipivn (Eikéva 2).

ANAMENOMENEZ TIMEZ

‘Eva e0pog avagopdg Twv TiHwv ARU uttoAoyioTnke a1ré 6Aoug Toug aoBeveiG TTou CUPPETEIXAV OTNV KAIVIKA HEAETN. Ta
aTmroTeAéoUATA ATTEIKOVICOVTal OE Wi un TTAPAPETPIKN KaTavopur ouxvotnTag Eikéva 3. O1 TIpéG KaTavéuovTal WG TTPO Kal
HeTd TV aoTTipivn. To e0pog TIHWY avagopdg yia Ta deiypara Tpo aoTipivng eival 620-672 ARU (2,5 éwg 97,5 ToIg ekaTd).

AxkpiBeia

H atmAn ka1 n ouvOeTn akpifeia uroAoyioTnkav yia Tn Aokipaaia VerifyNow Aspirin. H atmAf} akpiBeia TrpoadiopioTnke
Ue e¢étaon troioTikoU eAéyyou uypwv VerifyNow WQC Emimrédou 1 kai ETnimédou 2. Tpeig TTapTideg TwV CUCKEUWV
egeTdoTnKav n kabepia 20 Popég o€ pia TapTida atd KaOe etmiredo eAéyxou. Ta amoteAéopara TTapouacidlovial GTov
Mivaka 3.

H oUvBeTtn akpifeia uTToAoyioTnKe XPNOIHOTIOIWVTAG OAIKO aipa aTrd évav eBehovtr 5OTN o€ didpkela 20 NUEPWV yia
ouvolikd 80 onpeia dedopévwy. O evdidpeoog (eviog e¢ETaong) ouvteAeaTrg PeTaBANTOTNTAG (CV) TTou TTapouciddeTal
aTov Mivaka 4 opideTal cUPPwva pe TIG kaTeuBuvTrpieg 0dnyieg NCCLS.

ANAMENOMENH ANOAOZH ZE MH E=ZEIAIKEYMENA KENTPA EZETAZHZ

Emmomeg épeuveg diegrxBnoav o€ Tpia Pn-epyaocTnpIakd KEVTpa, GTrou 65 AvBpwTTol XWPIG EpyaoTnpIaKn KatdpTion
emmeAéynoav atd To YeVIKG TTANBUCHO yia va exteAéoouv T Aokipacia VerifyNow Aspirin. KaBe dropo diaBace Tig odnyieg
Kal 0T ouvéxela e¢€Taoe Tpia éTolpa Seiypata o€ Tpia diagopeTikd emimeda ARU (Mivakag 5).

27N ouvéxela, KaBe aTopo BabuoAdynoe To amotéAeapa TG dokipaaiog wg (+) yia ARU peyaAuTepo atmé 550 ARU kai (-)
yia ARU pikpdrepo atmd 550 ARU. Ze kGBe &eTaaTIkO KEVTPO, £vag eKTTAIDEUPEVOG XPNOTNG e¢€Taae Kai BaBpoAdynoe Ta
idia deiypara. OAol o1 65 pn ekTraideupévol xprioTeg BabpoAdynoav owaoTd 1o Agiyua A wg apvnTiké (-) kai Ta deiypata B
Kol I wg BeTika (+). YTmpge 100% oup@uvia HETAEU TOU EKTTAISEUPEVOU KAl TWV HN EKTTAIDEUPEVWV XPNOTWV KAl OTA TPIa
€CETAOTIKA KEVTPA.

MEAETEZ AAAHAENIAPAZHZ ME AAAEZ OYZIEZ

Epyaotnpiokég e6eTA0EIG KTEAETTNKAY YIa TOV TIPOCDIOPIOHS TNG ETTIOPACNG SIAPOPWY KOTNYOPIWV QAPUAKWY aTa
amoreAéopata g Aokipaoiog VerifyNow Aspirin. Ta TTapakaTw @apHaKa evOEXETAI va TIPOKAAETOUY JETaBOAR OTn
Aeimoupyia Twv aipotreTahiwy. O akéAouBeg TTANpogopieg Ba TTPETTEN va AauBAavovTal UTTOYN Yia TOUG aoBEVEIG TToU
TrpoKeITal va e&eTaaTolv e Tn Aokipaaia VerifyNow Aspirin.

* AvaoToAeig P2Y12: Ta @dppaka Plavix®, Ticlid® kai Effient® ouvtayoypagoUvtal ouxva o€ ouvduaouo pe
aoTipivn. Av Kai 8ev gival ouXvO, auToi ol TTAPAYoVTEG EVOEXETAI va TTPOKOAEoOUV peiwan Tou ARU o€ opiopévoug
aoBeveig. QoT600, N £TTidPACN TwV avacToAéwv P2Y 12 Sev eTNpEACE TNV KATNYOPIOTTOINGT TWV A0BEVWV TTOU
ehapBavav aoTipivn wg aoBeveig pe SuoAeimoupyia Twv aipotreTaAiwy (1r.x. ARU <550) Adyw TTpdoAnyng
aoTipivng. H didpkeia Twv amoTeAEOUATWY avaoToAng TToIKiAAEl peTagU auTwy Twv avaoToAéwv P2Y12. O péoeg
SIAPKEIEG AVAPEPOVTAI TIAPAKATW:

« Plavix (éxp! 5 NUEPEG)
« Ticlid (uéxp1 5 nuépeg)
« Effient (uéxpr 10 nuépeg)

* AAAoi avTiaipoTtreTaAiakoi TrapdyovTeg: OAol auToi ol TTapdyovteg SUvavTal va avaaTéAAoUV Tn AsIToupyia Twv
aipoTreETaAiwY Kal evaéxeTal va odnyfoouv o€ peiwpévn Tipr ARU, avedpTtnta amd Ty £mMidpacn Tng aoTpivng.
H didpkela Tou atmoTeAéopaTOg avaoToARG KUPAIVETAI HETAEU TV QapUEKwy. H péon xpovikr| SIGPKEIa avaoToARg
TTapaTiOETAl VIO KABE PApUaKo.

« Aggrenox (10 nuépeg)
« Persantine (12 wpeg)
« Pletal/Cilostazol (giAooTadoAn) (12 wpeg)

* MZIAO®: Ta MZA®, éTrwg Kai n aoTipivn (ASA), éxouv TEKUNPIWOE yia TNV avacToAn AsiToupyiag Twv
aigotreTaAiwy TTou TTpokaAolv. e avtiBeon ye TNV aoTipivn, Ta MZA®D dev avacTtéAAouv TN Aeitoupyia Twv
QIPOTTETONIWY HE PN AvVaOTPEWIPO TPOTTO. AUTO EVOEXETAI VO OBNYNTEI OE MIKPOTEPN AVACGTOAR TWV AILOTTETOAIWY
até aoTipivn, av Ta MZAD kai n aoTipivn AapBdvovtal Tautéxpova. H péon xpovikn SIGpKeia autig Tng
avaoTaATIKNG dpdang SiveTal yia KGBe papuaKo.

« IBoutrpogaivn (Motrin, Advil) (8 wpeg)

« Nampogévn (Aleve, Anaprox, Naprelan, Naprosyn) (24 wpeg)
« Aikhogevakn (Voltaren, Cataflam) (24 wpeg)

« Indocin (24 wpeg)

« Feldene (50 wpeg)

« AvaoTtoAeig GP lIb/llla: O1 aoBeveig oToug oTroioug xopnyrnBnke Tipo@IuTTavn (Aggrastat®) rj emmi@ipTTaTion
(Integrilin®) éwg dUo nuépeg vwpitepa auTroISIuauTn (ReoPro®) éwg dUo eBdouddeg vwpitepa, dev Ba TTPETTEl va
egeTadoval.

E&etdoTnkav Kal GAAEG KATNYOPIEG PAPPAKWY TTOU XPNCIUOTToIoUVTal CUVABWG, XWPIG ONUAVTIKA £TTidpacn atnv ammédoon
g Aokipaoiag VerifyNow Aspirin (avTiogeidwrtikd, avaoToAeic MEA, avTioppuBuIKd, avTITINKTIKE, QvTIKATABAITITIKG,
IVOOUAIVN, GAAOTTIOUPIVOAN, GAKOOA, B-aTTOKAEIOTEG, BPOYXOSIOOTAATIKE, avaoToAeig Twv SIaUAwWV aoBECTIOU, YOOTPEVTEPIKA
@apuaka, Bntapebadovn, AoBacTarivn kai n oppdvn Tou Bupeoeidous L-Bupogivn). O BpouBoAuTIKEG TTapdywy
OTPETTITOKIVEON QAVNKE va TIPOKAAET HETPRGIUN avaoTOA TNG AgIToupyiag Twv alpoTTETaAiWY, OTIWG EKTIMABNKE pE TN
Aokipacia VerifyNow Aspirin.

Epyaotnpiakég kai KAIVIKEG SOKIUEG DIegrxOnoav yia va agioAoynBei n eTTidpacn Twv eMTTESWY SIaPOPWY CUCTATIKWY TOU
aipaTog:

H amédoaon Tng dokiyaciag dev ETTNPEGOTNKE ATTO TIEG AINATOKPITN PETAEU 29-56%, apiBpoUg aipotreTaAiwy 292.000 avd
HIKPOAITPO 1] aTTO TN PETPIA £WG EKTETAPEVN QIHOGAUGT TOU QiOTOG TTOU TIPOKAAEITal aTTO QUATIKS XEIPIoPS. O Babudg
aIyOAUONG TTPOCDIOPIOTNKE UE OTITIKA £6£TACT TOU TTAGOHOTOG OTTO (PUYOKEVTPNUEVA SeiyaTa TTou CUAEXBNKav
Tautéxpova pe Ta deiypara yia Tn Aokipacia VerifyNow Aspirin.

Kapia onpavikr) aAMnAeTtidpaon dev TrapatnpriBnke oe deiypara TTou HEAETABNKAV PE CUYKEVTPWOEIG TPIYAUKEPIDIWY £wg
577 mg/dL.

Ta emireda Ivwdoyovou petagu 164-529 mg/dL eAéyxBnkav etmiong pe Tn Aokiyacia VerifyNow Aspirin. Aev utrapxel
YVWOTH OX€0N TToU va upioTaTal avapeoa otnv ammodoon 1ng Aokiyaaiag VerifyNow Aspirin kai oTa eTtireda Ivwdoyévou.

VerifyNow Aspirin Platelet reaktivite testi

KULLANMA TALIMATLARI
Tiirkge

Teknik Destek (ABD) 1-800-579-2255
(Uluslararasi) +1-858-263-2502 | techsupport@accriva.com

KULLANIM AMACI
VerifyNow Aspirin Testi, hasta basi veya laboratuvar ortaminda sitratli tam kanda aspirin alimindan kaynaklanan platelet
disfonksiyonunun saptanmasina yardimci olmak lzere tasarlanmis bir kalitatif testtir.

Bu test, altta yatan platelet anomalileri olan hastalar, aspirin indiiklii olmayan edinilmis platelet anomalileri olan hastalar

veya aspirin digi anti-platelet ajanlari alan hastalarda kullanim igin degildir (selekoksib (Celebrex®) gibi selektif COX-2

inhibitorleri alan hastalarda kullanilabilir).

URUN ACIKLAMASI

VerifyNow Sistemi, platelet indiikli agregasyonu 6lgen tiirbidimetrik bazli bir optik saptama sistemidir. Sistem, bir alet,

tek kullanimlik bir test cihazi ve kalite kontrol materyallerinden meydana gelir. Test cihazinin gizimi igin Sekil 1‘e bakin.

Kalite kontrol dlglimleri alet bazli bir elektronik kalite kontrol (EKK), iki yas kalite kontrol (YKK) diizeyi ve dahili kalite

kontrolleri igerir. Alet tiim test sekansi, sicaklik, reaktif-numune karigimini yonetir ve otomatik tanilama uygular. Test

tamamlandiktan sonra platelet fonksiyonunun derecesi belirlenir ve sonug gérintilenir. Bu cihaz insan fibrinojeni kapli

boncuklar, platelet agonisti ve tampondan olusan bir liyofilize preparat icerir. Tam kan hasta numunesi, kullanicinin

kani igslemesi gerekmeden, alet tarafindan otomatik olarak kan toplama tiiplinden test cihazina dagitilir.

PRENSIP

Aspirin, platelet agregasyonunda rol oynayan GP lIb/Illa reseptorlerini aktive eden arasidonik asitin tromboksan

A2'ye donustirilmesi surecine dahil olan siklooksijenaz-1(COX-1) enzimini geri donlsliimsiz bir sekilde inhibe

ederek platelet fonksiyonunu etkiler. Aspirin beklenen anti-platelet etkisini gosterdiginde s6z konusu agregasyon

gerceklesmeyecektir. VerifyNow Aspirin Testinde, plateletleri aktive etmek icin agonist olarak arasidonik asit

kullanilmaktadir. Aspirin Testi, platelet fonksiyonunu aktive edilmis plateletlerin fibrinojeni baglama kabiliyetine gore

dlgmek Uizere tasarlanmistir. Fibrinojen kapli mikropartikiller, bloklanmamis platelet GP IIb/llla reseptérlerinin

sayislyla orantili olarak tam kan iginde kiimelenir. Aktive edilmis plateletler fibrinojen kapli boncuklari bagladigi ve

kiimeledigi icin 151k gegirgenligi artar. Alet, optik sinyalde agregasyondan kaynaklanan bu degisikligi élger.

SAGLANAN MATERYALLER

+ Folyo torbalarda ayri ayri ambalajlanan 10 (PN: 85053-10) veya 25 (PN: 85053) VerifyNow Aspirin Test cihazi. Her

test cihazi liyofilize fibrinojen kapli boncuklar, platelet agonisti, peptit, sigir serum albimini, stabilizér ve tampon igerir.

REAKTIF SAKLAMA VE KULLANMA

+ Test Cihazi Kit Gostergesi: Her VerifyNow Test kitinde ambalajin dis kisminda bir sicaklik géstergesi bulunur.

Kullanicidan, kiti aldiktan sonra gdstergeyi kontrol etmesi istenir. Gostergenin rengi degismisse kit yliksek sicakliga
maruz kalmistir, dolayisiyla reaktiflerin gereken performansi gésterdiginden emin olmak igin Yas Kalite Kontrol (YKK)
Diizey 2 galigtiriimalidir. Sicaklik Gostergesi olumsuz gevre kosullarindan kaynaklanan hatalar algilar.

» Test cihazlarini 2°C ile 25°C (36° - 77°F) arasindaki sicakliklarda saklayin.
+ Sogutulmussa, kullanmadan 6nce test cihazinin oda sicakligina, yani 18°C - 25°C’ye (64°F - 77°F) ulagsmasini bekleyin.
+ Test cihazi, kullanima hazir olana kadar nemden dolayi hasar gérmesini 6nlemek icin folyo torbada kapali halde
kalmalidir.
GEREKLIi OLAN ANCAK SAGLANMAYAN MATERYALLER

» Greiner Bio-One Vacuette® %3,2 sodyum sitrat iceren 2ml kan toplama tiipleri. Greiner Katalog No 454322 veya
Nipro Katalog No NP-CW0185-1 Sodyum Sitrat (%3,2) iceren kan toplama tlipleri (1,8 ml).

» Elektronik Kalite Kontrol (EQC-EKK) igeren VerifyNow Aleti.
+ VerifyNow Tetkik WQC (YKK), Katalog No 85047.

GENEL ONLEMLER

+ In vitro tani amagli kullanim igindir.

+ VerifyNow Aleti ve bilesenleri yalnizca Kullanim Kilavuzu’'nda belirtilen sekilde kulla nilmahdir.

+ VerifyNow Aspirin Test cihazini veya WQC (YKK) materyallerini son kullanma tarihinden sonra kullanmayin.

* Tum hast a numuneleri hastalik bulastirabilecegi disunulerek kullaniimahdir.

* Numuneler biyotehlikeli materyal olarak islenmeli ve kurumun politikalarina uygun sekilde kullaniimalidir.

* Reaktifler HIV-1, HIV-2, Hepatit B ylizey antijeni (HBsAg) ve HCV dahil olmak tizere test edilen tim bulasici
hastaliklar agisindan negatif bulunan insan plazmasindan saflastirilmis bir materyal ile Uretilir. Test cihazini
biyotehlikeli materyal olarak diigtinerek kullanin ve uygun sekilde atin.

NUMUNE TOPLAMA VE iSLEME

Tim tam kan numuneleri Greiner Bio-One Vacuette® 2 ml kismen dolu %3,2 sodyum sitrat igeren vakumlu toplama
tUpleri veya %3,2 sodyum sitrat igeren Nipro katalog no NP-CW0185-1 kan toplama tuiplinde (1,8 ml) test edilmelidir.
Numuneler aspirin alindiktan sonraki 2 ile 30 saat arasinda toplanmalidir. Kan, alindiktan sonra ve test edilmeden
once en az 30 dakika, en fazla 4 saat boyunca bekletilmelidir.

Dogrudan Vakum Toplama Tiiplerine Numune Toplama Talimatlari:

1. Tam kan, 21 gauge veya daha biiy(ik bir igne kullanilarak vendz veya arteriyel bolgelerden kismen dolu %3,2 sitrat
iceren vakumlu toplama tlipline toplanabilir. Kan numuneleri, periferik vendz inflizyon yapilmayan bir ekstremiteden
alinmalidir.

2. Oncelikle atik tiipli (en az 2 ml) toplayin.
3. lgerigin tamamen karismasini saglamak igin numune tiipiinii en az 5 defa yavasca ters yiiz edin.

Kanin Kalici Kateterden Alinmasina Yonelik Ozel Talimatlar:

1. Kalici kateterden elde edilen tam kan numuneleri, hatti temizlemek icin yeterli miktarda atik (yaklasik 5 ml)
cekildikten sonra toplanmalidir. Kalici kateterin pihti igermediginden emin olun.

2. $iringa kullanildiginda, kani topladiktan hemen sonra uygun kan toplama tiipline transfer edin.

3. Igerigin tamamen karismasini saglamak igin numune tiipiinii en az 5 defa yavasga ters yiiz edin.

Numune Toplama Onlemleri:
* Uygun olmayan kan toplama teknikleri Hata 24 sonucuna neden olabilir. Ek bilgi icin bu kullanma talimatinda
Kalite Kontrol bélimine bakin.

+ VerifyNow Aspirin Testi igin numune toplama islemiyle ayni anda CBC i¢in de kan aliyorsaniz en son CBC tiipini
doldurun.

* Numuneyi dondurmayin veya sogutmayin.

* Hemoliz veya doku faktorleriyle kontaminasyonu 6nlemek igin kan numunesi toplama islemi dikkatli bir sekilde
gerceklestiriimelidir. Pihtilasma kaniti olan numuneler kullaniimamahdir.

* Her zaman, toplama tiplerinin belirtilen dolum hacminde dolduruldugundan emin olun. Deniz seviyesinden
yuksekligi 2500 feet'in Gzerinde olan rakimlarda, kan toplama tiipleri belirtilen hacme kadar doldurulamayabilir ve
dolayisiyla yanlis kan-antikoagulan oranina neden olabilir. Bu yliksekliklerdeki kullanicilar, kan toplama tuplerini
uygun sekilde doldurmaya yonelik talimatlar igin tesislerinde gecerli kan toplama protokollerini takip etmelidir.

*  Numuneler kurumun biyotehlikeli materyallerle ilgili politika ve prosedurlerine uygun sekilde toplanmali ve islenmelidir.

TEST PROSEDURU
1. Tum kullanma talimatlari igin VerifyNow Sistemi’nin Kullanim Kilavuzu’na bakin.
2. Folyo torbayi agin ve test cihazini gikarin. Test cihazlan yalnizca parmak tutacagindan tutulmahdir. (bkz. Sekil 1)

3. Ignenin koruyucu kilifini, dogrudan kilifin (izerinden yukari gekerek test cihazindan gikarin. Kilifi bilkkmeyin, ignenin
¢ikmasina neden olabilirsiniz.

4. Alet tarafindan istendiginde test cihazini alete takin.

5. Alet tarafindan istendiginde numune tlipiinli en az 5 defa yavasca ters yiiz edin ve test cihazinin ignesine takin.
Aletinizin test portu kapagi varsa kapatin. Yoksa Adim 6’ya gegin.

6. Alet testi calistirir ve yaklasik bes dakika iginde sonucu goériintiiler.

DIKKAT: Numune basing altindadir. Numune tiipiinii cihazdan gikarmayin. Test tamamlandiktan sonra yalnizca test
cihazini aletten gikarin.

7. Cihaz parmak tutacagindan tutup, diiz bir sekilde yukari gekerek gikarin.
8. Tupl cihazdan gikarmayin. Cihazi/numune tiipiini uygun bir biyotehlikeli atik kabina atin.

BILDIRILEN SONUGLAR

Test sonuglari agregasyon hizinin bir fonksiyonu olarak Aspirin Reaksiyon Uniteleri (ARU) cinsinden bildirilir.
Sonuglar, atanmis olan asagidaki kesme degerlerine gore yorumlanir:

Sonuglarin Yorumlanmast:

2 550 ARU - Aspirinle tutarli platelet disfonksiyonu saptanmamistir

< 550 ARU - Aspirinle tutarli platelet disfonksiyonu saptanmistir

Sonuglar, klinisyene sunulan diger klinik veriler ve laboratuvar verileriyle birlikte yorumlanmalidir.

ALET MESAJLARI
Bazi kosullar altinda test galismasi durdurulabilir. Bu durumda, alet Hata veya Dikkat mesaji gorintiler. Bu mesajlarin
daha ayrintil agiklamasi igin VerifyNow Sistemi Kullanim Kilavuzu’na bakin.

KALIBRASYON
VerifyNow Aspirin Test cihazlar fabrikada kalibre edilmektedir. Bu kalibrasyon bilgileri her cihazin torbasi tizerindeki
barkodda bulunur. Her yeni cihaz lotu test edileceginde barkod taranmalidir. Yeni cihaz lotu kullaniliyorsa, alet test
cihazi takildiktan sonra barkod simgesi goruntiileyerek kullaniciyi uyarir.
+ Istendiginde, cihaz torbasini torbanin lizerindeki barkod, barkod okuyucu ile ayni hizaya gelecek sekilde aletin
sol tarafinda bulunan barkod okuyucunun éniine koyun.

» Alet gerekli bilgileri aldiginda sesli sinyal verir.
+ Kullanicinin bu iglemi her lot i¢in yalnizca bir defa yapmasi yeterlidir.

KALITE KONTROL

VerifyNow Sistemi sistem arizalari, olumsuz gevre kosullari ve operatér performansindan kaynaklanan hatalari
saptayan birkag kalite kontrol mekanizmasi igerir.

Uretici, her giin Elektronik Kalite Kontrol (EKK) yapilmasini tavsiye etmektedir. Bu tekrar kullanilabilir cihaz, aletin
optik ve pnématik ézelliklerini ve reaktif karistirma fonksiyonunu dogrular.

VerifyNow Aspirin Testi ayrica asagidaki dahili kontrolleri igerir:

* Alet numune dolumu, dogru sivi transferi ve karisimini otomatik olarak dogrular. Ayrica elektronik ve mekanik
bilesenleri de izler.

» Rastgele hatalar, reaktif bozulmasi veya uygun olmayan kan numunelerinden kaynaklanan gegersiz test
calismalarinin belirlenmesi igin, her test cihazi iki kalite kontrol diizeyi igerir. Platelet aktivasyonu ve fibrinojen
baglanmasi baslamadan 6nce negatif dahili kontrol non-spesifik agregasyon testi gergeklestirir. Bu testin
basarisiz olmasi VerifyNow Aletinin Dikkat mesaji (Dikkat 24) vermesine neden olacak ve higbir ARU
sonucu bildirilmeyecekiir.

. '[estin aktif asamasinda pozitif dahili kontrol reaksiyonu izler ve belirtilen sinirlar iginde olmasi gereken Kontrol
Unitelerini hesaplar. Pozitif kontrolin basarisiz olmasi reaktif bozunmasi veya anormal bir numuneye isaret
edebilir. Bu durumda, VerifyNow Aleti Dikkat 24 veya Dikkat 28 mesaji verecek ve Aspirin Reaksiyon Uniteleri
(ARU) bildirilmeyecektir.

Dikkat 24 mesaji alindiginda, test cihazinin islevini test etmek igin Elektronik Kalite Kontrol (EKK) gergeklestirilmelidir.
EQC’nin (EKK) basarili olmasi VerifyNow Sisteminin normal sekilde ¢alistigi anlamina gelir. Bu tir durumlarda sorun
kan numunesinden kaynaklaniyor olabilir ve Dikkat 24 mesajinin verilmesine yol acabilecek asagidaki nedenler
arastiriimahdir:

Test edilen hasta absiksimab (ReoPro®), eptifibatid (Integrilin®) veya tirofiban (Aggrastat®) gibi enterferans
yapan bir madde kullanmaktadir.

Numuneyi gekmek igin uygun olmayan bir kan toplama teknigi kullaniimistir.
Testi galistirmak igin atik tipu kullaniimistir.

Test edilen hastanin platelet sayisi distktir, hematokrit dederi dusuktir veya kalitsal platelet bozuklugu
vardir.

Patient Test (Hasta Testi) modunda QC (KK) modu degil, Yas Kalite Kontrol numunesi galistiriimigtir.

Dikkat 24 mesajinin nedeninin yukaridakilerden higbiri olmadigi belirlenirse, test cihazi ve reaktiflerin btlinligind
dogrulamak igin Yas Kalite Kontrol (YKK) Diizey 2 galistirilabilir.

Dikkat 28 mesaiji alindiginda, test cihazinin islevini test etmek igin Elektronik Kalite Kontrol (EKK)
gerceklestirimelidir. EQC’nin (EKK) bagarili olmasi VerifyNow Sisteminin normal sekilde ¢alistigi anlamina gelir.
Bu tur durumlarda sorun kan numunesinden kaynaklaniyor olabilir ve Dikkat 28 mesajinin verilmesine yol
acabilecek asagidaki nedenler arastiriimahdir:

Test edilen hastanin hematokrit degeri gegerli aralik disindadir.
Testi galistirmak igin uygun karistirlmamis bir numune kullanilmigtir.
Numune belirtilen sire icinde calistinlmamistir.

Dikkat 28 mesajinin nedeninin yukaridakilerden higbiri olmadigi belirlenirse, test cihazi ve reaktiflerin bittnlGgini
dogrulamak igin Yas Kalite Kontrol (YKK) Diizey 2 galigtirilabilir.

VerifyNow Sistemi’nin bitlinliguni dogrulamak igin kullanilacak Yas Kalite Kontrol Materyalleri (YKK) Accriva
Diagnostics’ten temin edilebilir. VerifyNow WQC (YKK) Dizey 1 ve Diizey 2 klinik olarak ilgili diizeylerde formile
edilir ve laboratuvar kalite kontrol programi kapsaminda kullanilabilir. WQC (YKK) materyalleri majér sistem
hatalarini saptamak tizere formile edilmistir.

VerifyNow Tetkiki WQC (YKK) Kiti (Katalog No 85047) Accriva Diagnostics’ten temin edilebilir.

Uretici, VerifyNow Aspirin Test kitlerinin her yeni lotu veya sevkiyati alindiginda Diizey 2 WQC (YKK)
calistiriimasini tavsiye etmektedir. Kontrol araliklari, kontrol kullanma talimatinin “Beklenen Degerler” béliminde
bulunmaktadir. Kontrol materyali belirtilen degerler dahilinde sonug vermezse yeni bir cihaz ve WQC (YKK)
materyali kullanarak proseddrii tekrarlayin. Deger hala hataliysa yardim igin Accriva Diagnostics Teknik Destek
birimini arayin.

TEST SINIRLAMALARI

Liyofilize reaktif higroskopiktir ve oda havasina uzun siire maruz kaldiktan sonra bozunabilir. Dolayisiyla, cihaz
folyo torbadan gikarildiktan hemen sonra kullaniimahdir.

Sonuglar beklenen sinirlar iginde olmadiginda uygun olmayan érnek toplama veya kullanma olasihigi
arastiriimalidir. Yeni bir cihaz ve 6rnek kullanarak testi tekrarlayin.

Von Willebrand Faktor Eksikligi, Glanzmann Trombasteni ve Bernard-Soulier Sendromu gibi kalitsal platelet
bozukluklari olan hastalarda VerifyNow Aspirin Testi arastiriimamistir. Asagidaki anti-platelet ajanlarini alan
hastalar belgelenen enterferans test sonuclarina dayali olarak VerifyNow Aspirin Testi ile test edilemeyebilir:
GP lIb/llla inhibitorleri, dipiridamol, klopidogrel, COX-1 ve/veya COX-1, COX-2 enzimlerini inhibe eden
non-steroidal antiinflamatuvar ilaglar (NSAII) (ibuprofen, naproksen, diklofenak, indometasin ve piroksikam).
llag indiiklii olmayan edinilmis platelet anomalileri olan hastalarda VerifyNow Aspirin Testinin performansi
bilinmemektedir.

Glikoprotein lIb/Illa inhibitér ilaglariyla tedavi edilen hastalar, platelet fonksiyonu geri kazanilana kadar test
edilmemelidir. Bu slire, absiksimab (ReoPro) ilag uygulamasi kesildikten yaklasik 14 gilin sonra ve eptifibatid
(Integrilin) ve tirofiban (Aggrastat) igin en fazla 48 saate kadardir. Platelet fonksiyonu geri kazanim

suresi bireyler arasinda degisiklik gosterirken, bobrek fonksiyon bozuklugu olan hastalarda daha uzundur.

VerifyNow Aspirin Testi sonuglari, klinisyene sunulan diger klinik veriler ve laboratuvar verileriyle birlikte
yorumlanmalidir.

SERVIS

VerifyNow Aleti igin servis islemlerinin kullanici tarafindan yapiimasi tasarlanmamistir. Onarim gerektiren aletler Accriva
Diagnostics’e iade edilmelidir. VerifyNow Sistemi ile ilgili herhangi bir sorun yasarsaniz,

(858) 263-2502 (direkt hat) veya 800 (579-2255) (uicretsiz direkt hat) numarali telefonlardan Accriva Diagnostics Teknik
Destek birimini arayin.

PERFORMANS OZELLIKLERI

Ug merkezde takip edilen hastalar tizerinde VerifyNow Aspirin Testi ile bir klinik calisma gergeklestirilmistir. Bu
calismanin amaci VerifyNow Aspirin Testi'nin aspirine bagli platelet disfonksiyonunu élgme kabiliyetini gostermektir.
Kronik aspirin tedavisi (ginde 81 mg) géren 65 hastadan ve 325 mg aspirin almadan énce ve sonra 71 hastadan
alinan %3,2 sodyum sitrat icinde ven6z tam kan numuneleri VerifyNow Aspirin Testi ile iki kopya halinde test
edilmistir. Hastalar, belirtilen vaskiiler hastalik dykiisii veya Amerikan Kalp Dernegi kriterlerinde belirtilen sekilde
vaskdler hastalik gelistirmeye yonelik sekiz risk faktoriinden ikisinin (halihazirda veya daha 6nce sigara kullanimi,
hipertansiyon, hiperlipidemi, ailede vaskiiler hastalik 6yklsii, menopoz sonrasi kadinlar, diabetes mellitus, morbid
obezite veya hareketsiz yasam tarzi) varligina gore klinik galismaya kayit icin sézll olarak taranmistir. (Bkz. Tablo

1).

Veriler, halihazirda bilinen baska bir anti-platelet ajani aldigini veya aspirin indikli olmayan edinilmis veya
konjenital platelet anomalileri oldugunu belirten hastalari icermemektedir.

VerifyNow Aspirin Testi sonuglari (kopya) aspirin kullanilip kullaniimadigina dayali olarak degerlendirilmistir. Aspirin
oncesi ve sonrasi sonuglari gosteren uyum tablosu (Tablo 2) ve noktasal grafige (Sekil 2) bakin.

BEKLENEN DEGERLER

Klinik ¢alismaya kaydedilen tim hastalardan ARU degerlerinin referans araligi hesaplanmistir. Sonuglar, Sekil 3'te
parametrik olmayan siklik dagiimina gére gosteriimektedir. De@erler aspirin éncesi ve aspirin sonrasi seklinde
dagitilmistir. Aspirin 6ncesi numunelerin referans araligi 620-672 ARUdur (2,5 - 97,5. yiizdelik dilim).

Kesinlik

VerifyNow Aspirin Testi icin basit ve kompleks kesinlik hesaplanmistir. Basit kesinlik, VerifyNow Testi WQC (YKK)
Diizey 1 ve Diizey 2 ile belirlenmistir. Her ¢ cihaz lotu, her kontrol diizeyinden bir lot {izerinde 20 kez test edilmistir.
Sonuglar Tablo 3'te sunulmaktadir.

Kompleks kesinlik, gonullii bir donérden toplam 80 veri noktasi igin 20 glin boyunca alinan tam kan kullanilarak
hesaplanmistir. Tablo 4’te sunulan galisma igi CV, NCCLS kilavuzlarinda tanimlanmistir.

CALISMADAN QEKiLEN TEST MERKEZLERINDE BEKLENEN PERFORMANS

VerifyNow Aspirin Testi'ni gergeklestirmek icin genel popiilasyondan laboratuvar egitimi olmayan 65 kisinin segildigi tic
laboratuvar digi merkezde saha galismalari gergeklestirimistir. Testi uygulayan her kisi talimatlar okuduktan sonra t¢
farkli ARU duizeyinde hazirlanan ¢ numuneyi test etmistir (Tablo 5).

Ardindan her kisi test sonucunu 550 ARU’dan biyiik ARU igin (+) ve 550 ARU’dan kiiglik ARU igin (-) olarak
puanlamistir. Her test merkezinde egitim almis bir kullanici ayni numuneleri test etmis ve puanlamistir. Egitim almamis
65 kullanicinin hepsi dogru bir sekilde Numune A'yi negatif (-) ve Numune B ve C'yi pozitif (+) olarak puanlamigtir. Her
¢ test merkezinde de egitim almis ve aimamis kullanicilar arasinda %100 uyum goriimustar.

ENTERFERANS CALISMALARI

Farkli ilag siniflarinin VerifyNow Aspirin Testi’'nin sonuclari Gzerindeki etkisini belirlemek igin laboratuvar testleri
gerceklestiriimistir. Asagidaki ilaglar platelet fonksiyonunda degisiklige neden olabilir. VerifyNow Aspirin Testi ile test
edilecek hastalar i¢in agagidaki bilgiler dikkate alinmalidir.

P2Y12 inhibitorleri: Plavix®, Ticlid® ve Effient®, aspirin ile birlikte yaygin olarak recete edilmektedir. Sik
olmasa da, bu ajanlar bazi hastalarda ARU’da azalmaya neden olabilir. Ancak, P2Y12 inhibitérlerinin etkisi
aspirin alan hastalarin aspirin alimi nedeniyle platelet disfonksiyonu (yani ARU < 550) olan hastalar seklinde
kategorize edilmesini etkilememistir. Inhibitér etkilerinin siiresi bu P2Y12 inhibitérleri arasinda farklilik gosterir.
Ortalama sireler agagida listelenmistir:

« Plavix (5 giine kadar)

« Ticlid (5 gline kadar)

« Effient (10 gline kadar)

Diger Anti-Platelet Ajanlari: Bu ajanlarin timi platelet fonksiyonunu inhibe edebilir ve aspirinin etkisinden
bagimsiz olarak azalan ARU degeri ile sonuglanabilir. inhibitér etkilerinin siiresi ilaglar arasinda farklilik
gosterir. Her ilag igin ortalama stireler listelenmistir.

« Aggrenox (10 giin)

« Persantine (12 saat)

« Pletal/Silostazol (12 saat)

NSAii’ler: Aspirin (ASA) gibi, NSAIl'lerin de platelet fonksiyonunu inhibe ettigi belgelenmistir. ASA'dan farkli
olarak, NSAIll'ler platelet fonksiyonunu geri doniislimsiiz sekilde inhibe etmez. NSAll ve ASA'nin ayni anda
alinmasi, ASA'nin daha az platelet inhibisyonuna neden olmasini saglayabilir. Her ilag igin bu inhibitor etkilerin
ortalama sureleri verilmistir.

« Ibuprofen (Motrin, Advil) (8 saat)

« Naproksen (Aleve, Anaprox, Naprelan, Naprosyn) (24 saat)

« Diklofenak (Voltaren, Cataflam) (24 saat)

« Indocin (24 saat)

« Feldene (50 saat)

GP lib/llla inhibitdrleri: Iki giin iginde tirofiban (Aggrastat®) veya eptifibatid (Integrilin®) veya iki hafta iginde
absiksimab (ReoPro®) kullanan hastalar test edilmemelidir.

Sik kullanilan diger ilag siniflari test edilmis ve VerifyNow Aspirin Testi'nin performansi lizerinde anlamii bir etkileri
olmadig bulunmustur (antioksidanlar, ACE inhibitorleri, antiaritmikler, antikoagllanlar, antidepresanlar, instilin,
allopurinol, alkol, beta blokerler, bronkodilatorler, kalsiyum kanali blokerleri, gastrointestinal ilaglar, betametazon,
lovastatin ve tiroit hormonu L-tiroksin). Trombolitik bir ajan olan streptokinaz, VerifyNow Aspirin Testi ile dlgllen haliyle,
platelet fonksiyonu Ulzerinde 6lglilebilir bir inhibisyon gostermistir.

Bazi kan bilesenlerinin diizeyinin etkisini degerlendirmek igin laboratuvar testleri ve klinik testler gergeklestirilmistir:
%29-56 arasindaki hematokrit dederleri, > 92.000 platelet/mikrolitre diizeyindeki platelet sayim degderleri veya fiziksel
manipulasyonla indiklenen orta diizey ila kapsamli kan hemolizi test performansini etkilememistir. Hemoliz derecesi,
VerifyNow Aspirin Testi numuneleri ile ayni anda toplanan santrifilj uygulanmis numunelerden alinan plazmanin gorsel
incelemesi sonucunda belirlenmistir.

577 mg/dl'ye kadar trigliserit konsantrasyonlari ile incelenen numunelerde anlamli bir enterferans gézlemlenmemistir.

164-529 mg/dl araligindaki fibrinojen diizeyleri VerifyNow Aspirin Testi ile test edilmistir. VerifyNow Aspirin Testi'nin
performansi ile fibrinojen diizeyleri arasinda bilinen bir iliski yoktur.

VerifyNow aspirin test de reactivitate pentru trombocite

INSTRUCTIUNI DE UTILIZARE

in limba romana

Asistenta tehnica (SUA) 1-800-579-2255
(International) +1-858-263-2502 | techsupport@accriva.com

UTILIZARE PRECONIZATA
Testul privind aspirina VerifyNow este un test calitativ care ajutd la detectarea disfunctiei plachetare datorate
ingerarii de aspirina in sangele integral citrat pentru punctul de ingrijire sau laborator.

Acest test nu este destinat utilizarii la pacientii cu anomalii plachetare congenitale pre-existente, pacientii cu
anomalii plachetare dobandite induse fara aspirina sau la pacientii carora li se administreaza agenti antiplachetari
(se pot utiliza la pacientii tratati cu inhibitori selectivi de COX-2, de ex., celecoxib) (Celebrex®).

DESCRIERE PRODUS

Sistemul VerifyNow este un sistem de detectare optica prin metoda turbidimetrica, care masoara agregarea
plachetara indusa. Sistemul consta dintr-un instrument, un dispozitiv de testare de unica folosinta si materiale de
control al calitatii. Consultati Figura 1 pentru o reprezentare a dispozitivului de testare. Masurile de control al
calitatii includ un instrument pe baza de control electronic al calitatii (EQC), doua niveluri de control al calitatii in
mediu umed (WQC) si controale interne ale calitatii. Instrumentul controleaza toata secventa de testare,
temperatura, combinarea reactiv-probéa si efectueaza auto-diagnosticari. La finalizarea testului, se determina gradul
functiei plachetare si se afiseaza rezultatul. Dispozitivul contine un preparat liofilizat de particule acoperite cu
fibrinogen uman, agonist plachetar si solutie tampon. Proba pacientului de sénge integral este eliberata automat din
eprubeta de recoltare a sangelui in dispozitiv fara ca utilizatorul sa fie nevoit sa manipuleze sangele.

PRINCIPIUL

Aspirina afecteaza functia plachetara prin inhibarea ireversibila a enzimei ciclooxigenaza-1 (COX-1) implicata in
conversia acidului arahidonic la tromboxan A2, care activeaza in cele din urmé receptorii GP lIb/llla implicati in
agregarea plachetara. Daca aspirina a produs efectul antiplachetar preconizat, nu va surveni o astfel de agregare.
Testul privind aspirina VerifyNow incorporeaza agonistul de acid arahidonic pentru a activa trombocitele. Testul
privind aspirina este conceput pentru a masura functia plachetara pe baza capacitatii trombocitelor activate de a se
lega la fibrinogen. Microparticulele acoperite cu fibrinogen agregéa in sangele integral proportional cu numérul de
receptori plachetari GP IIb/llla neblocati. Transmisia luminii creste pe masura ce trombocitele leagd si agrega
particulele acoperite cu fibrinogen. Instrumentul masoara aceasta modificare a semnalului optic cauzata de
agregare.

MATERIALE FURNIZATE

10 (PN: 85053-10) sau 25 (PN: 85053) dispozitive de testare privind aspirina VerifyNow, sigilate individual in
pungi de folie protectoare. Fiecare dispozitiv de testare contine particule liofilizate acoperite cu fibrinogen, agonist
plachetar, peptida, albumina serica bovina, stabilizator si solutie tampon.

STOCAREA $I MANIPULAREA REACTIVULUI

Indicator trusa dispozitiv de testare: Fiecare trusa de testare VerifyNow contine un indicator de temperatura la
exteriorul ambalajului. Utilizatorul este instruit sa respecte indicatorul la primirea trusei. Daca indicatorul si-a
modificat culoarea, trusa a fost expusa la temperaturi ridicate si trebuie rulat un control al calitatii in mediu umed
(WQC) de nivel 2 pentru a va asigura ca reactivii functioneaza corect. Indicatorul de temperatura detecteaza erorile
datorate conditiilor ambientale negative.

Deporzitati dispozitivele de testare la temperaturi de 2 °C pana la 25 °C (36 ° - 77 °F).

Tn cazul refrigerarii, inainte de utilizare, Iasati dispozitivele de testare s& ajunga la temperatura camerei intre 18 ° si
25°C (64 ° - 77 °F).

Dispozitivul de testare trebuie sa rdmana sigilat in punga de folie protectoare pana cand este gata de utilizare
pentru a preveni deteriorarea datorita umiditatii.

MATERIALE NECESARE, DAR CARE NU FURNIZATE

Vacueta Greiner Bio-One® Epribete de recoltare a sangelui de 2 ml care contin citrat de sodiu 3,2%. Eprubete
de recoltare a sangelui Greiner, nr. de catalog 454322 sau Nipro nr. de catalog NP-CW0185-1 (1,8 ml) care
contine citrat de sodiu (3,2%).

Instrumentul VerifyNow cu control al calitatii electronic (EQC).

Test WQC VerifyNow, nr. de catalog 85047.

PRECAUTII GENERALE

Pentru utilizarea ca diagnosticare in vitro .

Instrumentul VerifyNow si componentele sale trebuie folosite numai conform indicatiilor din Manualul
utilizatorului.

Nu utilizati dispozitivul de testare privind aspirina VerifyNow sau materialele WQC dupa data de expirare.
Toate probele pacientului trebuie manipulate ca avand potential de a transmite boala.
Probele trebuie tratate ca material cu risc biologic si trebuie manipulate in conformitate cu politicile institutiei.

Reactivii sunt fabricati cu un material purificat din plasma umana, despre care s-a constatat ca este negativ
pentru toate bolile transmisibile testate, inclusiv HIV-1, HIV-2, antigenul de suprafata al hepatitei B (AgHBSs) si
VHC. Manipulati dispozitivele de testare in calitate de material cu risc biologic si eliminati-le in mod
corespunzator.

COLECTAREA $I MANIPULAREA PROBELOR

Toate probele de sange integral trebuie testate din vacueta Greiner Bio-One® 2 ml umpluta partial cu eprubete de
recoltare cu vid cu citrat de sodiu 3,2% sau eprubeta de recoltare a sangelui Nipro nr. de catalog NP-CW0185-1
(1,8 ml) care contine citrat de sodiu 3,2%. Probele trebuie recoltate intre 2 si 30 ore de la ingerarea aspirinei.
Séangele trebuie sa se aseze timp de 30 de minute dupa recoltare, inainte de testare, dar nu mai mult de 4 ore.

Instructiuni pentru recoltarea probei direct in eprubetele de recoltare cu vacuum:

1.

2.
3.

Sangele integral poate fi recoltat din locuri venoase sau arteriale utilizand un ac de calibrul 21 sau mai mare in
eprubeta de recoltare cu vacuum cu umplere partiala cu citrat 3,2%. Probele de sange trebuie obtinute de la o
extremitate fara perfuzii venoase periferice.

Recoltati mai intai o eprubeta de eliminare (de cel putin 2 ml).

Rasturnati usor eprubeta cu proba de cel putin 5 ori pentru a asigura amestecarea completa a continutului.

Instructiuni speciale in cazul in care sangele se obtine dintr-un cateter autostatic:

1.

3.

Probele de sange integral obtinute prin intermediul unui cateter autostatic trebuie recoltate dupa recoltarea unei
cantitati de eliminat suficiente (aproximativ 5 ml) pentru a goli perfuzia. Asigurati-va ca cateterul autostatic nu
prezinta cheaguri.

. Cand se utilizeaza o seringa, transferati sangele in eprubeta de recoltare a sangelui adecvata imediat dupa

recoltare.

Rasturnati usor eprubeta cu proba de cel putin 5 ori pentru a asigura amestecarea completa a continutului.

Precautii la recoltarea probei:

Tehnicile necorespunzatoare de recoltare a sangelui pot determina aparitia unui rezultat de eroare 24.
Consultati sectiunea de control al calitatii a acestui prospect pentru informatii suplimentare.

Daca recoltati sange pentru o hemoleuocograma in acelasi timp cu recoltarea probei pentru testul privind
aspirina VerifyNow, umpleti eprubeta pentru hemoleucograma ultima.

A nu se congela sau refrigera proba.

Recoltarea probei de sange trebuie efectuata cu grija pentru a evita hemoliza sau contaminarea cu factori
tisulari. Probele care prezinta orice urme de coagulare nu trebuie utilizate.

Asigurati-va intotdeauna ca eprubetele de recoltare sunt umplute la volumele de umplere indicate. La altitudini
mai mari de 2500 de picioare (760 de metri) deasupra nivelului marii, este posibil ca eprubetele de recoltare a
sangelui sa nu se umple pana la volumul specificat, fapt care duce la o proportie incorecta de sange si
anticoagulant. Utilizatorii la aceste altitudini trebuie sa consulte protocoalele unitatii privind recoltarea sangelui
pentru instructiuni de umplere corecta a acestora.

Probele trebuie sa recoltate si manipulate conform politicilor si procedurilor institutiei aferente materialelor cu risc
biologic.

PROCEDURA DE TESTARE

1.
2.

6.

Consultati Manualul utilizatorului Sistemului VerifyNow pentru instructiuni complete de utilizare.

Deschideti punga de folie protectoare si scoateti dispozitivul de testare. Dispozitivele de testare trebuie
manipulate numai cu degetele. (A se consulta Figura 1)

. Scoateti teaca protectoare a acului din dispozitivul de testare tragand-o direct in sus. Nu rasuciti teaca deoarece

aceasta poate scoate acul.

. La indicatiile instrumentului, introduceti dispozitivul de testare in instrument.

. Laindicatiile instrumentului, rasturnati usor eprubeta cu proba de cel putin 5 ori si montati-o pe acul

dispozitivului de testare. In cazul in care instrumentul dvs. are un capac al portului de testare, inchideti-l acum.
Daca nu, treceti la Pasul 6.

Instrumentul va rula testul si si va afisa rezultatul in aproximativ cinci minute.

ATENTIE: Proba este sub presiune. Nu scoateti eprubeta cu proba din dispozitiv. Scoateti dispozitivul de testare
din instrument dupa finalizarea testului.

7.
8.

Scoateti dispozitivul apucandu-I cu degetele si tragandu-I direct in sus.

Nu scoateti eprubeta din dispozitiv. Eliminati dispozitivul/eprubeta cu proba intr-un container adecvat pentru
eliminarea reziduurilor cu risc biologic.

REZULTATELE RAPORTATE

Rezultatele testelor sunt raportate ca unitati de reactie la aspirina (ARU), care se calculeaza ca o functie a ratei de
agregare. Interpretarea rezultatelor se bazeaza pe urmatoarele limite atribuite:

Interpretare: atelor:
> 550 ARU - nu s-a detectat disfunctia plachetara asociata cu aspirina
< 550 ARU - s-a detectat disfunctia plachetara asociata cu aspirina

terpretarea rezultatelor:



Rezultatele trebuie interpretate in asociere cu alte date de laborator si clinice disponibile pentru clinician.

MESAJELE INSTRUMENTULUI

Tn anumite conditii, un test poate fi anulat. In acest caz, instrumentul va afisa un mesaj de eroare sau de atentie.
V4 rugdm sa consultati Manualul utilizatorului VerifyNow pentru o explicatie mai detaliatd a acestor mesaje.

CALIBRAREA
Dispozitivele de testare privind aspirina VerifyNow sunt calibrate din fabrica. Aceste informatii de calibrare sunt
cuprinse in codul de bare de pe punga fiecarui dispozitiv. Codul de bare trebuie scanat ori de cate ori se testeaza
un lot nou de dispozitive. In cazul in care se utilizeaza mai multe dispozitive, instrumentul va anunta utilizatorul
afisand o pictograma a codului de bare dupa introducerea dispozitivului de testare.
« Laanuntare, amplasati punga dispozitivului in fata cititorului codului de bare care se gaseste in partea stanga
a instrumentului, astfel incat codul de bare de pe punga sa se alinieze cu cititorul acestuia.

« Se va auzi un semnal sonor atunci cand instrumentul primeste informatiile solicitate.
« Utilizatorul trebuie doar sa efectueze aceasta actiune o data per lot.

CONTROLUL DE CALITATE

Sistemul VerifyNow include o serie de mecanisme de control al calitétii care detecteaza erorile datorate erorilor de
sistem, a conditiilor nefavorabile de mediu si performantei operatorului.

Producatorul recomanda rularea unui control electronic al calitatii (EQC) o data pe zi. Acest dispozitiv reutilizabil
verifica functiile optice, pneumatice si de amestecare a reactivului ale instrumentului.

Tesutl privind aspirina VerifyNow contine urmatoarele controale interne:

« Instrumentul verificd automat umplerea probei, transferul corect de fluide si amestecare. Acesta
monitorizeaza, de asemenea, componentele electronice si mecanice.

« Fiecare dispozitiv de testare cuprinde doua niveluri de control al calitatii pentru a identifica testarile invalide
cauzate de erorile aleatorii, degradarea reactivului sau probele de sange necorespunzitoare. inainte de
activarea trombocitelor si initierea legarii la fibrinogen, controlul intern de calitate efectueaza un test al
agregarii nespecifice. Esecul acestui test va duce la un mesaj de atentie (Atentie 24) al instrumentului
VerifyNow si nu se va raporta niciun rezultat ARU.

« In timpul fazei active a testului, controlul intern pozitiv monitorizeaz4 reactia si calculeaza unitatile de control,
care trebuie s& se incadreze in limitele specificate. Un esec al controlului pozitiv poate indica degradarea
reactivului sau o proba anormala. Instrumentul VerifyNow va raporta un mesaj de Atentie 24 sau Atentie 28 si
nu se va raporta nicio unitate de reactie la aspirina (ARU).

in cazul unui mesaj de Atentie 24, trebuie efectuat un control electronic al calitétii electronic (EQC) pentru a testa
functia instrumentului. In cazul in care EQC este pozitiv, sistemul VerifyNow functioneaza normal. In aceste cazuri,
problema poate fi asociata cu proba de sange si trebuie cercetate urmétoarele cauze pentru mesajul de Atentie 24:

« Pacientului testat i se administreaza o substanta interferenta, cum ar fi abciximab (ReoPro®), Eptifibatid

(Integrilin®) sau tirofiban (Aggrastat®).

« Pentru recoltarea probei de sange s-a utilizat o tehnica necorespunzatoare.

« Eprubeta de eliminare a fost folositd pentru a rula un test.

« Pacientul testat are un numar scazut de trombocite, un hematocrit scazut sau o afectiune plachetara ereditara.

« S-arulat un control al calitatii in mediul umed in modul de testare a pacientului, mai degrab& decat in modul
QC (controlul calitatii).

Dacé nu se poate determina niciuna dintre cele de mai sus ca fiind cauza mesajului de atentie 24, se poate rula WQC
(controlul calitatii in mediu umed) de nivel 2 pentru a confirma integritatea dispozitivului de testare si a reactivilor.
in eventualitatea unui mesaj de Atentie 28, trebuie efectuat un EQC (control electronic al calitétii) pentru a testa
functionarea instrumentului. In cazul in care EQC este pozitiv, sistemul VerifyNow functioneaza normal. In aceste
cazuri, problema poate fi asociaté cu proba de sange si trebuie cercetate cauzele pentru mesajul de Atentie 28:

« Pacientul testat are un hematocrit afara intervalului aplicabil.

« Pentru rularea testului s-a utilizat o probd amestecata incorect.

« Proba nu a fost rulata in perioada de timp specificata.
Daca se poate determina ca niciuna din cele de mai sus nu este cauza mesajului de Atentie 28, este posibil sa fie
necesara rularea WQC (controlul calitatii in mediu umed) de nivel 2 pentru a confirma integritatea dispozitivului de
testare si a reactivilor.
Materialele de control in mediu umed (WQC) sunt disponibile la Accriva pentru verificarea integritatii sistemului
VerifyNow. WQC VerifyNow de nivel 1 si 2 sunt formulate la niveluri relevante clinic si se pot utiliza in cadrul programului
de control al calitétii de laborator. Materialele WQC sunt formulate pentru a detecta defectiunile majore de sistem.
Trusa de testare WQC VerifyNow (nr. de catalog 85047) este disponibila de la Accriva.
Producétorul recomanda rularea unui WQC de nivel 2 de fiecare datd cand se primeste un lot sau un transport
nou de truse de testare privind aspirina VerifyNow. Intervalele de control sunt incluse in sectiunea ,Valori
preconizate” a continutului pachetului de control. Daca materialul de control nu produce un rezultat situat intre
valorile indicate, repetati procedura utilizand un dispozitiv si materiale WQC noi. Daca valoarea este inca
incorecta, apelati Asistenta tehnica Accriva pentru ajutor.

LIMITARILE DE TESTARE

Reactivul liofilizat este higroscopic si se poate degrada dupa o expunere prelungita la aerul din camera. Prin
urmare, dispozitivul trebuie utilizat la scurt timp dupa scoaterea din punga de folie protectoare.

Cand rezultatele nu se situeaza in limitele preconizate, trebuie investigata posibilitatea recoltarii sau manipularea
necorespunzatoare a probelor. Repetati testul utilizand un dispozitiv si proba noi.

Pacientii cu afectiuni plachetare ereditare, cum ar fi deficienta factorului von Willebrand, trombastenia Glanzmann si
sindromul Bernard-Soulier nu au fost studiate cu testul privind aspirina VerifyNow. Pacientii carora li se administreaza
agenti antiplachetari nu pot fi testati cu acest test in temeiul rezultatelor documentate de interferenta cu testarea:
inhibitori GP llb/llla, dipiridamol, clopidogrel, medicamente antiinflamatoare nesteroidiene (AINS), care inhiba
enzimele COX-1 si/sau COX-1, COX-2 (ibuprofen, naproxen, diclofenac, indometacin, piroxicam si piroxicam).

Nu se cunoaste performanta testului privind aspirina VerifyNow la pacientii cu anomalii plachetare dobandite
neinduse de medicamente.

Pacientii care au fost tratati cu medicamente inhibitoare ale glicoproteinei lIb/llla nu trebuie testati pana la
recuperarea functiei plachetare. Aceasta perioada de timp este de aproximativ 14 zile dupa intreruperea
administrarii medicamentului pentru abciximab (ReoPro) si pana la 48 de ore pentru eptifibatid (Integrilin) si
tirofiban (Aggrastat). Perioada de timp pentru reluarea functiei plachetare variaza intre indivizi si este mai mare la
pacientii cu insuficienta renala.

Rezultatele testului privind aspirina VerifyNow trebuie interpretate impreund cu alte date clinice si de laborator
disponibile pentru clinician.

SERVICE

Instrumentul VerifyNow nu este destinat sa fie depanat de catre utilizator. Instrumentele care necesita reparatii trebuie
returnate la Accriva. Daca exista probleme aferente sistemului VerifyNow, apelati Asistenta tehnica Accriva la (800)
643-1640 (US) sau +1 (858) 643-1600 (Intl).

CARACTERISTICI DE PERFORMANTA

Tn cadrul a trei centre s-a efectuat un studiu clinic cu testul privind aspirina VerifyNow pentru pacienti. Obiectivul
studiului a fost de a demonstra capacitatea acestui test de a masura disfunctia trombocitara cauzata de aspirina.
S-au recoltat probe de sange venos in citrat de sodiu 3,2% de la 65 de pacienti carora li se administreaza tratament
cronic cu aspirind (81 mg pe zi) si de la 71 de pacienti inainte si dupa ingerarea a 325 mg de aspirina si au fost
testate Tn duplicat cu testul privind aspirina VerifyNow. Pacientii au fost selectati verbal pentru inrolarea in cadrul
unui studiu clinic pe baza antecedentelor de boald vasculara sau existenta a cel putin doi din opt factori de risc
pentru dezvoltarea de boala vasculara, asa cum se mentioneaza in criteriile American Heart Association (Asociatia
Americana a Inimii) (antecedente curente sau anterioare de fumat, hipertensiune arteriald, hiperlipidemie,
antecedente familiale de boala vasculara, femei post-menopauza, diabet zaharat, obezitate morbida sau stil de
viatd sedentar). (A se consulta Tabelul 1).

Datele nu includ pacientii care au indicat ca isi administrau in mod curent alti agenti antiplachetari cunoscuti sau care
prezentau anomalii neinduse de aspirina a disfunctiei plachetare, indiferent daca era dobandita sau congenitala.
Rezultatele testului privind aspirina VerifyNow (duplicat) au fost evaluate pentru prezenta si absenta ingerarii
aspirinei. Consultati tabelul de concordanta (Tabelul 2) si schema punctatéd care demonstreaza rezultatele inainte
si dupa administrarea de aspirina (Figura 2).

VALORILE PRECONIZATE

S-a calculat un interval de referinta al valorilor ARU de la toti pacientii inrolati in studiul clinic. Rezultatele sunt ilustrate
intr-o distributie de frecventa non-parametrica in Figura 3. Valorile sunt distribuite ca inainte si dupa administrarea de
aspirin. Intervalul de referinté pentru probele inainte de administrarea de aspirina este 620-672 ARU (percentila
2,5-97,5).

Precizia

Precizia simpla si complede a fost calculata pentru testul privind aspirina VerifyNow. Precizia simpla a fost
determinata cu testul VerifyNow WQC de nivel 1 si nivel 2. Trei loturi de dispozitive au fost testate fiecare de 20 de
ori pe un lot pentru fiecare nivel de control. Rezultatele sunt prezentate in Tabelul 3.

Precizia complexa a fost calculata utilizand sange integral de la un donator voluntar in decurs de 20 de zile pentru un
total de 80 de puncte de date. CV-ul in serie prezentat in Tabelul 4 este definit cu ajutorul liniilor directoare NCCLS.

PERFORMANTA PRECONIZATA LA CENTRELE DE TESTARE RAPIDA

Studiile de teren au fost efectuate la trei centre fara laborator, in care 65 de persoane fara instruire de laborator au fost
alese din populatia generala pentru a rula testul privind aspirina VerifyNow. Fiecare persoana va citi instructiunile si apoi
va testa trei probe pregatite la trei niveluri ARU diferite (Tabelul 5).

Fiecare persoana a obtinut un rezultat la test ca (+) pentru ARU mai mare de 550 ARU si (-) pentru ARU mai mic de 550
ARU. Tn cadrul fiec&rui centru de testare, un instructor a testat si a obtinut acelasi punctaj pentru probe. Toti cei 65 de
utilizatori neinstruiti au obtinut un punctaj negativ (-) pentru Proba A si pozitiv (+) pentru Probele B si C. intre utilizatorii
instruiti si cei neinstruiti din toate cele trei centre de testare a existat un acord 100%.

STUDII PRIVIND INTERFERENTA

S-au efectuat teste de laborator pentru a determina efectul unor clase de medicamente asupra rezultatelor testului PRU
VerifyNow. Urmatoarele medicamente pot determina o schimbare a functiei trombocitelor. Urmatoarele informatii ar
trebui luate Tn considerare pentru pacientii care urmeaza sa fie testati cu testul privind aspirina VerifyNow.

* Inhibitorii P2Y12: Plavix®, Ticlid®, Si Effient® sunt prescrise frecvent in asociere cu aspirina. Desi rari, acesti
agenti pot determina o reducere a ARU la unii pacienti. Cu toate acestea, efectul inhibitorilor P2Y12 nu a
afectat clasificarea pacientilor care luau aspirina ca avand disfunctie trombocitara (adica, ARU < 550), datorita
ingerarii aspirinei. Durata efectelor inhibitorii variaza in randul acestor inhibitori P2Y12. Duratele medii sunt
enumerate mai jos:

« Plavix (pana la 5 zile)
« Ticlid (pana la 5 zile)
< Effient (pana la 10 zile)

« Alti agenti antiplachetari: Acesti agenti pot inhiba intreaga functie plachetara si poate avea ca rezultat o
valoare ARU scazutd, independent de efectele aspirinei. Durata efectelor inhibitorii variaza in randul
medicamentelor. Duratele medii sunt listate pentru fiecare medicament.

« Aggrenox (10 zile)
« Persantine (12 h)
« Pletal / Cilostazol (12 h)

* AINS: In mod similar aspirinei (ASA), AINS prezinta efect documentat de inhibare a functiei plachetare. Spre
deosebire de ASA, AINS nu inhiba ireversibil functia plachetara. Acest lucru poate duce la o inhibarea
plachetard mai redusd dacéa se ASA si AINS se administreazé concomitent. Duratele medii pentru aceste
efecte inhibitorii sunt furnizate pentru fiecare medicament.

« lbuprofen (Motrin, Advil) (8 ore)

« Naproxen (Aleve, Anaprox, Naprelan, Naprosin) (24 ore)
< Diclofenac (Voltaren, Cataflam) (24 ore)

* Indocin (24 ore)

« Feldene (50 ore)

 Inhibitorii GP llb / llla: Pacientilor carora li s-a administrat tirofiban (Aggrastat®) sau eptifibatid (Integrilin®) in
decurs de doua zile, sau abciximab (ReoPro®) in decurs de doua saptdmani nu ar trebui sé fie testati.

S-au testat alte clase de medicamente utilizate in mod uzual cu niciun efect semnificativ asupra performantei testului
privind aspirina VerifyNow (antioxidanti, inhibitori ECA, antiaritmice, anticoagulante, antidepresive, insulina, alopurinol,
alcool, beta-blocante, bronhodilatatoare, blocante ale canalelor de calciu, medicamente gastro-intestinale,
betametazona, lovastatina si hormon tiroidian L-tiroxind). Streptokinaza agentului trombolitic nu a indicat o inhibare
semnificativa a functiei plachetare, asa cum s-a masurat cu ajutorul testului privind aspirina VerifyNow.

S-au efectuat teste clinice si de laborator pentru a evalua efectul nivelurilor a diversi constituenti sangvini.

Performanta de testare nu a fost afectata de valorile hematocritului intre 29-56%, valorile numarului de trombocite
2>92.000 trombocite pe microlitru sau hemoliza moderata pana la intensiva indusa de manipularea fizica. Gradul de
hemoliza a fost determinat prin examinarea vizuala a plasmei din probele centrifugate recoltate concomitent cu probele
pentru testul privind aspirina VerifyNow.

Nu s-a observat nicio interferenta semnificativa cu probele studiate cu concentratii de trigliceride de pana la 577 mg/dl.
Nivelurile de fibrinogen intre 164-529 mg / dl au fost testate cu testul privind aspirina VerifyNow. Nu exista o relatie
cunoscuta intre performanta de testului privind aspirina VerifyNow si nivelurile de fibrinogen.

VerifyNow aspirin TPOMBOLIUT OPEKET KABITETTINIMNHIH CbIHAFbI

I'IAI7I,D,AJ'IAHY H¥CKAYINAPbDI
Kasakwa

TexHukanblk kongay kKbiameTi (AKLL) 1-800-579-2255
(Xanbikapanbik) +1-858-263-2502 | techsupport@accriva.com

MAKCATTbI I'IAI7IJJ,AJ'IAHY

VerifyNow acnupuH cblHarbl eMaenyLui Teceri HeMece 3epTxaHa napameTpi YLLiH LUTpaTTbl TyTac KaH4afbl
acnupuHAai xyTy cebebiHeH TPOMBOLIMT PYHKUMACHIHLIH BY3binybIH aHbIKTayFa KOMEKTECETIH cana CblHafbl 6onbin
Tabbinagbl.

Byn cbiHak Tyma TpoMBoLMT NaToNormsceiHa ne emaenyllinepae, aclMpUHHEH ThiC UHAYKUMSNAaHBIN anblHFaH
TPOMGOLMT NaTornorusicbiHa ue emaenyLuinepae Hemece acnUpUHHEH Thic TPOMBOLMTKE kapchl kypanaapabl
KabbinganTeliH emaenyLlinepae nanganadyfa apHanmaraH (TaHgamansl COX-2 6asynatkbilTapbiMeH eMaenreH
emaenyLlinepae naiganaHbinybl MyMKiH, Mbicanbl, Lienekokenb (Celebrex®).

©OHIM CUNMATTAMACDI

VerifyNow nHayKkuvsinaxFaH TPOMBOLMT XUHaNYbIH ©NWERTIH TYypbuanMeTpusnbik Herisgeri onTukanblk aHblkTay
XyWeci 6onbin Tabbinagel. Xyite acnantaH, 6ip peTTik CbiHaK KYPbINFbICkIHAH XaHe cana 6akbinay
MaTepuangapbiHaH Typagbl. CblHaK KypbInfbICbIMEH TaHbICY YLLiH 1-cypeTTi kapaHbi3. Cana 6akbinaybiH eniwey
LapanapblHa acna HerisiHaeri anekTpoHablk cana 6akpinaybl (OCB), eki binFan cana 6akeinay kypanaapsbl (bICB)
XaHe iLwki cana Gakbinaybl kipeai. Acnan 6apnblk CblHaK peTTiniriH, TeMnepaTtypaHbl, peareHT yIri apanacTblpybiH
Gackapagpl xoHe e3iHAiK AnarHocTVKaHbl opblHAanabl. CblHaK asikTanFaHHaH KeniH TPOMGOLMT OYHKUMSICBIHBIH,
[apexeci aHbIKTanaabl xaHe HaTUXe kepceTinesi. Kypbinfbl agam ombprHOreHMeH kKanTanfaH MOHLAaKTapbIHbIH
BaKyymAaa KenTipinin MysgaTbliFaH npenapartbiH, TPOMBOLMT aroHUCTIH xaHe Bydepai kamTuabl. TyTac kaHHbIH
emaenyLi yarici kaH any TyTiriHEeH KypbinfbiFa acnan apkbinbl NanganaHyLbiHbIH 8HAEYIH KaXeT eTneit aBTomMaTTbl
TypAe KyibinatblH TyTac kaH 6onbin Tabbinagbl.

nPUHUUN

AcnnpuH apaxuaoH KbllKbINbIHBIH TPOMBOUWT XuHanybiHaa kamTeinFaH [T 11b/llla peuentopnapelH Gipxona
GernceHpipeTiH TpomGokcaH A2 TyprieHAipyiHae KaMTbinFaH umkrookeureHasa-1 (COX-1) hepmeHTiH Gipxxona
BasiynaTy apKbinbl TPOMGOLMT yHKUMSICbIHA 8cep eTeAi. ACUpuH 6omkamapl TpoMGoLMTKE Kapchl acepai
WbiFapaTbiH 6onca, MyHAaw xuHany opbiH anvaiabl. VerifyNow acnnpuH ceiHarbl TpombBouutTepai 6enceHaipy
YLLiH aroHUCT apaxmaoH KbiLLKbINbIH apanacTtbipbinafbl. ACMUPUH CbiHaFbl GenceHaipinreH TpoMGOUUTTEPAIH,
ubpunHoreHre GaiinaHbiCy MyMKiHAIriHE HerisaenreH TPOMBOLMT (PYHKLIMACHIH ernLeyre apHarnfaH.
DdubprHOreHMeH kanTanFaH MyukpoGernLekTep TyTac kaHaa GyrattanFaHd TpomGoumT M1 Ib/llla peuenTopnapbiHbiH,
caHblHa NponopuMsnbl Typae XuHanagbl. XKapblk eTki3riluTik kabineTTiniri 6enceHaipinreH TpomboumnTTepaiH
6arinaHbiCybl XaHe XuHanfaH prbprHOreHMeH kanTanfaH MOHLLAKTap cusikTbl kebeiieai. Acnan 6yn esrepicTi
XuHany ceben GonaTtblH ONTUKAsbIK CUTHANAA enLuena;.

BEPUITEH MATEPUANOAP
* 10 (PN: 85053-10) Hemece 25 (PN: 85053) VerifyNow acnupuH CbiHarbl KypbiriFbinapbl XyKanTblp kantanapra
xekenei opanazbl. Op6ip CblHaK KypbIrFbIChl BaKyyMaa KenTipinin MyaaatbiriFaH coubpuHoreHMeH kanTarnraH
MOHLUaKTapAaH, TPOMOOLMT aroHUCTIHEH, NenTuaTeH, Byka capbICyblHbIH anbOyMUHIHEH, TypaKTaHAbIPFbILLTaH
*aHe BycdepaeH Typaabl.
PEATEHTTI CAKTAY XX9HE ©@HOEY
«  CbIHaK KypbINFbIChl XVUHaFbIHbIH MHAMKaTOpbI: Op6ip VerifyNow cblHak XUHaFbl kopabblHbIH, CbIpTbIHAA
TemnepaTypa nHavkaTopbiHa ve. MaiaanaHyLubiFa XvWHaKTbl kabblnaay KesiHae MHAVKaTopabl TeKcepy HyckarfaH.
WHavkaTop TyCiH e3repTce, Byn KUHAKTbIH TeMnepaTypackl apTKaHAbIFbIH KOPCETEA| XaHe peareHTTep Aypbic
opblHAAsbIN XaTkaHAbIFbIH TEKCepy YLLUIH binFan cana GakeinaybiHbiH (bICE) 2-aeHreiii xyprisinyi kepex.
TemnepaTypa MHAVKATOPbI KOpLUaFaH OpTaHbIH Kepi XafdainapblHaH 6onaTbiH kaTenepi aHbiKTanabl.

«  CblHaK KypbinfbinapbiH 2 °C - 25 °C (36 °F - 77 °F) Temnepatypaaa cakTaHbl3.

« ToHa3bITbinFaH Gonca, nanaanaxbinyaaH 6ypbiH CbiHaK KypbinFbinapblH 18 © - 25°C (64° - 77°F) Temnepatypagarb!
Gerime TemnepaTtypachlHa XETKI3iHi3.

*  blnfangbinbikTan 3aksiMaanyablH angblH any MakcarbliHaa naiganaHy yLlii AanbiH 6onmanbiHLLa, ChiHaK
KYPbISFbICh! XyKanTblp kanTaga allbinMaraH Kynae kanybl Kepek.
KAXET, BIPAK BEPIIMEWUTIH MATEPUANOAP
« Greiner Bio-One Vacuette® 2mn kaH any TyTikwenepi 3,2% HaTpuii uuTpaTbiH kamTuabl. Greiner # 454322
katanorbl Hemece Nipro #NP-CW0185-1 katanorblHblH kaH any TyTikwenepi (1,8 Mn) HaTpuit uMTpaTbiHaH
(3,2%) Typapsbl.
«  OnekTpoHaplk cana 6aksinaybl (QCB) 6ap VerifyNow acnabbl.
« VerifyNow aHanusiHiH bICB, katanor #85047.
XXANMbI KAYINCI3OIK LUAPATAPDI
*  OpzaHU3MHeH mbIC ANarHOCTUKanbIK NanaanaHy yLliH.

« VerifyNow acnabbl MeH OHbIH KOMNOHEHTTEPI Tek NaiiaanaHy HyckaynbifblHAA kepceTinreHaen,
nanganaHbinybl kepek.

« XKapamgabinblk Mep3imi eTkeHHeH keriH VerifyNow cbiHak kypbinfbickl Hemece bICB matepuangapbit
navipaanaHbaHbI3.

« Bapnblk emaenywwi yarinepi xyknanel aypy bIKTUManiblifblHa ne aen KapacTbipbinybl TUIC.
« Ynrinep 6uonorusnbIk kayinTi Matepuan peTiHae TasanaHybl XaHe MekeMe casicaTTapblHa Calikec eHaenyi kepexk.

« PeareHtTep HIV-1, HIV-2, B renatuTiHin ycTiHri aHTureHi (HBsAg) xaHe HCV cusKTbl CbiHaKTaH eTKi3inreH
elKaHaait XXyknansl aypynap ok Aen TabbinfaH agam nnasmacbiHaH TasanaHFaH mMatepuangaH eHaipinreH.
ChblHaK KypbInfbICbiH Buonorusnblk kayinTi MaTepuan nanganaHbiHbI3 XaHe TUICTI Typae TacTaHbI3.

YNri )KUHAY XXOHE ©HOEY

Bapnblk TyTac kaH ynrinepi Greiner Bio-One Vacuette® 2mn ilwiHapa TonTelpyra apHanfaH 3,2 % HaTpui umtpat
BaKyyMm xwuHak TyTikTepiHeH Hemece Nipro #NP-CW0185-1 katanorbiHbiH 3,2% HaTpwii LMTpaTblHaH TypaTblH KaH
any TyTiriHeH (1,8 mn) Tekcepinyi kepek. Ynrinep acnvpuH XyTkaHHaH KeniH 2-30 caFaT apanbifbiHAa anbiHybl
Kepek. KaH xuHanfaHHaH keriH kemiHge 30 MuHyTKa, Gipak 4 caraTTaH acblpmait Kobinybl Kepek.

Tikenen BakyymAbIK XXMHaKTay TYTiKTepiHAe YIri XXMHayFa apHanfaH Hyckaynap:

1. TyTac kaH iwiHapa TonTeipyFa apHanFaH 3,2% umtpaT BakyyMabIK XuHak TyTiriHaeri 21 kanubpni Hemece
YNKeHipeK MHeHiH KemeriMeH Kype TaMblp HemMece apTepus aiMakTapbliHaH XUHaKTanybl MyMKiH. KaH ynrinepi
LWETKi Kype TaMbIp MHPY3UACBIHAH aca epKiH anbiHybl TUIC.

2. AnpgbiMeH TacTanartblH TYTIKTI XXUHaKTaHbI3 (kemiHge 2 mr).
3. KypamblH Tonblk apanacTbIpy YLUiH YAri TyTiriH keMiHAe 5 peT akbipbiH ayAapblHbI3.
KaH TypakTbl kKaTeTepAeH anbiHFaH Xafaanaa apHaubl Hyckaynap:

1. TypakTbl KaTeTepAeH anblHFaH TyTac KaH ynrinepi xeniHi Tazanay yLiH TMiCTi nakTbipy (LlamameH 5 mn)
XacarnraHHaH KeWiH anbiHybl kepek. TypakTbl kaTeTepae YibifaH KaH XOKTbIfbIH TeKCEPIHi3.

2. LWnpuuTi nanganaHy kesiHae XuHakTanFaHHaH KeliH fepey kaHabl TUICTI kaH any TyTiriHe XibepiHis.
3. KypamblH Tonblk apanacTbIpy YLUiH YAri TyTiriH keMiHae 5 peT akbipbiH ayAapblHbI3.
Ynri xxuHay Kayincisaik wapanapbl:

« Karte kaH any agictepi 24-kate HaTuxeciHe ceben 6onybl MyMkiH. KocbiMLa aknapat any yLuiH OCbl KopanTaFbl
KOCbIMLIA NapakTbiH cana Gakbinay 6enimiH kapaHbi3.

* VerifyNow acnupuH cbiHafbl yLWiH ynri xkuHaymeH 6ip yakbiTta CBC yLwiH kaH copbinca, CBC TyTiriH COHbIHaH
TONTBIPbIHBI3.

* YnriHi My3aaTtnaHbi3 HeMece TOHAa3bITNaHbI3.

» Temonuagi Hemece Tepi hakTopnapbl apKbinbl nactaHyfa xon 6epmey YyLiH kaH YnriciH XXUHakTay MyKusT
opbiHAanybl kepek. KotonaHyaplH ke3 kenreH 6enrici 6ap ynrinepai naiganax6ay Tvic.

+ OpkallaH XuWHak TYTIKTepi kKepceTinreH ToNTbIpy kenemaepiHe AeWiH TONTbIPbIFaHAbIFbIH TEKCEPIHI3. TeHi3
AeHreiiHeH 2500 cpyTTaH aca BUIKTIKTe KaH any TyTIKLenepi aHTUKOArymnsHT kaHbIHbIH KaTe KoadduLmneHTiHe
ceben 6onaTbiH KOPCETINreH kenemre AeiH TonMaybl MymkiH. MyHaan BuikTikTeri natgananyweinap kaH any
TyTiKWenepiH AypbIC TONTLIPY HyCKaynapbliHa apHarnFaH e3 xabablkTapbiHbIH kKaH any NpoToKONAapbIH kapayb! TUIC.

+ Ynrinep Mekeme casicaTTapbiHa XoHe Buonorusanbik kayinTi Matepuanfa kaTbiCTbl NpoLiesypanapfa conkec
XUHaNYbl KoHe eHAEryi Kepex.

CbIHAK NMPOLIEAYPACHI
1. TonblIK XyMbIC Hyckaynapbl ywwiH VerifyNow >xyineciHiH naiaanaHyLbl HyckayrbiFbiH KapaHbl3.

2. KyKanTbip KanTaHbIM allblHbI3 X8HE CbiHaK KYPbINFbIChIH anbin TacTaHbl3. CbiHaK KypbinfbIChinapbiH Tek
TyTKacblHaH ycTay kepek. (1-CypeTTi kapaHbl3)

3. KabblKLiaHbl Tikenew xofapbl TapTy apKbirbl CbiHAK KypPbINFbICbIHAAFE!I MHEHIH KOPFaHbIC KabblKWwackIH anbin
TacTaHbl3. KabbiklwaHbl GypamaHbi3, ce6ebi Oy uHeHi anbin Tactaybl MyMKiH.

4. Acnan cypayblHAa CblHaK KypbINFbIChIH acnanka eHrisiHis.

5. Acnan cypayblHAa ynri TyTiriH kemiHge 5 peT ayaapbin, CbiHaK KYPbIIFbIChIHBIH MHECIHE eHrisiHi3. AcnabblHbi3na
CblHaK NOPTbIHbIH kaknarbl 6onca, kasip xabbiHbl3. Bonmaca, 6-kapamra eTiHi3.

6. Acnan cbiHaK Xypridefi xaHe HaTWKeHi LuamameH 6ec MUHYTTaH KeliH kepceTeai.

CAKTbIK LUAPACHDI: Ynrire KbicbiM xacanyaa. Ynri TyTiriH KypbiFblAaH anbin TactamaHbi3. CbiHak asiKTanFaHHaH
KeWiH faHa acnantaH CblHaK KypbUIfbICbIH anbin TaCTaHbI3.

7. KypbInfbl TYTKacbiHaH yCTan, )ofapbl kapai TapTy apKbiribl KypbinfbiHbl anbin TacTaHbI3.

8. TyTiKTi KypbinfFblAaH anbin TacTamaHbl3. KypbinfFbliHbI/YNri TYTiriH TWICTi Guonornsnblk kayinTi kanablk bigblCbiHA
TacTaHbI3.

XABAPITAHFAH HOTUXEINEP
ChblHak HaTWxenepi XuHany Xblnaamablrbl OyHKUMSICbI peTiHae ecenTeneTtiH AcnnpuH acep ety Gipniktepi (ASB)
peTiHae xabapnaHagpl. HaTwxenepain TyciHikTeMeci keneci TaraiibiHAanfaH KecikTepre HerisgenreH:

HetwxenepaiH TyciHikTemeci:

2 550 ABbB - acnupuHre calikec KeneTtiH TPOMBOLUUT pyHKUMACHIHBIH By3binybl aHblkTanMagbl

< 550 ABb - acnupuHre cainkec keneTiH TPOMBOLMT YHKLMACHIHLIH Oy3binybl aHbiKTanabl

HaTtuxenep KNMHULIMCTKe KorpkeTimai 6acka 3epTxaHarnbik kaHe KNHUKanbIk AepekTepre GaitnaHbICTel TyCiHAIpinyi Tvic.

ACIMAN XABAPJIAPbBI

Benrini 6ip xxaraainapaa cbiHak Xypridy TokTaybl MyMkiH. MyHAan xxaraaiaa acnan kate Typarbl HeMece Hasap
aypapy xabapbiH kepceTegi. Byn xabapnapabiH Tonblk TyciHikTemeciH any yuwiH VerifyNow nanganaHyLubl
HyCKayIblfbiH KapaHbl3.

KANUBPNEY

VerifyNow acnupuH cbiHarbl KypbinFbinapbl 3aybiTTa kanubpneneai. byn kanubpney aknapartel ap6ip KypbinFbiHbIH
KanTacblHAarbl KOA-LITPUXTa KepceTinreH. KypbinfbinapablH xxaHa TonTamacs! Tekcepiny kepek Gonranaa
KOA-LUTPUXbI CKaHepneHyi kepek. KypbinfbinapablH xaHa TonTamace! nanaanaHbinbin xartca, CbiHaK KypbiSFbIChl
EHri3inreHHeH KewiH Koa-wTpmx GenrilleciH kepceTy apkbinbl acnan naaanaHywbigaHd cypanabl.

» Cypayaa KypbInfbiHbIH KanTacbliH acnanTblH CON XafblHAAFbl KOA-LUTPUX OKY KyparbiHbIH aniblHa KOMbIHbI3,
COHAa KanTagafbl KOA-LWTPUX KOA-LUTPUX OKY KyparnbiMeH TeHeCe,D,i.

* Acnan KaxeTTi aknapatTbl kabbingaraHga AbiObICTbIK cUrHan ectinegi.
+ [MapanaHyLubl ocbl 8peKkeTTi 6ip TonTamaza Tek Gip peT opblHAAYAb! KAXET eTeq;.

CAINA BAKbIJTAYbI

VerifyNow xyieci xyie kateniktepi cebebiHeH 6onaTbiH katenepai, 3aMsiHAbl opTa LuapTTapblH XaHe onepaTop
OHIMAINIriH aHbIKTanTbIH GipHelle cana Gakbinay MexaHn3mMaepiHeH Typagbl.

OHpipyLwi anekTpoHablk cana bakbinayblH (QCB) kyHiHe Gip peT xypri3yai ycbiHaabl. Byn kalita naganaHbinartsiH
KYPbINfbl acnan onTUKackiH, MHEBMaTUKaHbl XaHe peareHT apanacTbipy (MYHKUMANAPbIH TeKcepeai.

CoHbIMeH kaTtap, VerifyNow acnypuvH cbiHafbl Keneci iLki 6akbinay KypanaapbiH kKaMTUabl:

+ Acnan ynri TONTbIpyAbl, AYPbIC CYMbIKTLIKTLI TaCkiManaayabl XeHe apanacTbipyAbl aBTOMaTTbl TYpAe Tekcepedi.
CoHbIMEH KaTap, On 3MNEKTPOHAbIK KoHe MexaHuKanblk KOMNOHEHTTepAi Gakbinaiab!.

+ Kespeicok KkaTenep, peareHTTiH Oy3binybl HeMece kaTe kaH ynrinepi ce6ebiHeH opblH arnFaH xapamcbi3 CbiHaK
XYyprisynepiH aHblkTay yLUiH ap6ip cblHaK KypbInfbIChl cana 6akbinayblHbIH eki AeHreliMeH apekeTTecesi.
TpombouuTTi 6encenaipy xaHe drnbpuHoreHai 6annaHbiCTbipy 6actanmac 6ypbiH Tepic iwki 6aksinay
KapanaiibIM XuHanyra apHanfaH cbiHak opblHaanaasl. byn ceiHakTeIH kaTeniri VerifyNow acnabel TapanbiHaH
Ha3ap ayaapy xabapblHblH (24-Ha3ap ayaapy) xibepinyiHe cebep 6onagbl xaHe ewwbip ASB HaTuxeci
xabapnaHbangbl.

» CblHakTblH 6encenai dasackl 6apbicbiHAa OH, ilLki 6akbinay peakuusiHbl Gakbinanabl )aHe KepceTinreH Lektepae
xatybl Tvic 6onFaH G6akbinay GipniktepiH ecentengi. OH 6akbinay kateniri peareHT KynaplpayblH Hemece Bypbic
ynriHi kepceTyi MymkiH. VerifyNow acnabbl 24-wi Hazap ayaapy Hemece 28-wwi Hasap ayaapy xabapnapbiH
xabapnaiigbl xeHe elwbip acnupuH acep eTy Gipniktepi (ASB) xabapnaHbangpi.

24-1wi Ha3ap ayaapy xafganbiHaa anekTpoHablk cana baksinaybl (ACB) acnan gyHKLMSICbIH TeKCepy YLUiH
opbiHaanybl Tvic. ICB eTkisince, VerifyNow xyieci kanbinTbl XymbiC icTeini. MyHaai xargainapaa macene kaH
ynriciHe kaTbiCTbl 6oMybl MyMKiH XaHe 24-Lii Hazap ayaapyFa apHanfaH Keneci cebenTep 3epTTenyi kepek:

+ Tekcepinin xatkaH emgenyuwi abumkcumab (ReoPro®), antudmbatna (Integrilin®) Hemece TupodubdaH
(Aggrastat®) cusikTbl kegepri 6onaTbiH 3aTTbIH YCTIHAE.

» Kate kaH any aajci ynriHi copy yLwiH naiaanaHbingsl.
+ TactanaTbiH TYTiK CblHaK XYpridy YLUiH naiganaHbingpl.

» Tekcepinin xaTkaH emaenyLli TeMeH TPOMBOLUT MenLIepiHe, TOMEH reMaToKpUT AeHreiiHe ne Hemece TyKbIM
KyananTtblH TpoMGoumT aypybl 6ap.

» blnran cana 6akeinay ynrici Cb pexxuvmiHe kaparaHaa kebipek emaenyLui CbiHaK pexuMiHae ypriinreH.
YKorapblgarbinapablt ewwbipi 24-wi Hasap ayaapyabiH ce6ebi peTiHge aHbikTanMaca, CbiHak KypbInFbIChbIHbIH XXaHe
peareHTTepAiH GipereiiniriH pacTay yLiH binFan cana 6akbinay (bICB) 2-geHrei xyprisinyi MyMKiH.
28-wi Ha3ap ayaapy xafdaiblHaa anekTpoHablk cana 6akbinaybl (3CB) acnan dyHKUMACHIH TeKCepy YLUiH

opblHaanysl Tvic. 3CB eTkisince, VerifyNow xyiieci kanbinTbl XyMbic icTenai. MyHaan xafpanapaa Macene kaH
ynriciHe kaTblCTbl 6oMybl MyMKiH oHe 28-LUi Hasap aygapyfa apHanfaH keneci cebentep 3epTTenyi kepek:

+ Tekcepinin xaTkaH emaenyLi KonaaHbINaTbiH aykbIMHaH ThIC FeMaToKpUTKe ne.

» Kate apanacTbipbinfaH ynri CbiHaK Xypridy yliH nanganaqbingbl.

* Ynri kepceTinreH yakbIT Mep3iMiHAe XyprisinmereH.
YKorapblgarbinapablt ewwbipi 28-wi Hasap aygapyabiH ce6ebi peTiHge aHblkTanMaca, CbiHak KypbInFbIChIHbIH XXaHe
peareHTTepAiH GipereiiniriH pactay yLwiH binFan cana 6akeinay (bICB) 2-aeHreiii xyprisinyi MyMKiH.
blnran cana 6aksinay (bICB) matepuangapbl VerifyNow xyiieciHiH Giperennirit Tekcepyre apHanFaH Accriva
komnanusiceiHaa komketimai. VerifyNow bICB 1-wwi xxeHe 2-1wi AeHreni KNnnHWKanblK TUICTi AeHrernnepai KypbinFaH
XeHe 3epTxaHanblk cana b6akbinay 6afgapnamachiHbiH Geniri peTiHae naaanaHbinybl MymkiH. bICB matepuanaapsl
ipi Xyie kaTenepiH aHbIKTay YLUiH Xacanagpl.
VerifyNow aHanusiHiH bICB (katanor #85047) Accriva koMnaHusicbliHAa KOmKeTiMAi.
OHpipywi VerifyNow acnvpuH cbiHafbl XXMHaKTapbiHbIH XaHa TonTamMachl HEMeCce XaHa ykTemeci kabblngaHraH
canblH bICB 2-geHreitiH xypri3yai yecbiHagbl. Bakbinay aykbimaapbl 6akbinay kopabbiHaarbl KOCbIMLLA NapaKTbiH,
“6omkamabl MaHaepi” GenimiHae kamTbinFaH. Bakbinay MaTepuans! kepceTinreH aykbimaa HaTke 6epmece, xaHa
KypbinFbl MeH bICB MaTepuans! apkbinbl npoleaypaHbl kanTanaHbid. MaH ani ae kate 6onca, kemek cypay YLUiH
Accriva TexHuKanblk kongay kblameTiHe xabapnacblHbi3.

CbIHAK LUEKTEYNEPI

Bakyymaa kenTipinin MysgatbinfaH peareHT rurpockonusnbik 6onbin Tabbinagbl xeHe 6enve ayacblHaa y3ak yakbiT
TypFaHHaH KeWiiH Halwwapnaybl MyMKiH. COHAbIKTaH, KypbInfbl XYKanTbip KanTagaH anbin TactanfaHHaH KeniH gepey
nanaanaHbinysl Tmic.

HaTuxenep kyTinreH wektepae 6onmaca, kate cbiHama xxuHay Hemece eHaey MyMKIHAIT KapacTbipbinybl Kepek.
KypbInfbl MeH CbiIHaMaHbIH KOMEeriMeH CbiHaKTbl KaTanaHpl3.

®doH BunnebpaHg dakTopbIHbIH XeTicneywwiniri, MaHumaHH TpombacTeHusichl xaHe BepHap-Cynbe aypybl CUSIKTbI
Tyma TpomboumT By3binybiHa ne emaenyuinep VerifyNow acnupuH cbiHarbl apkbinbl 3epTtenmeni. Keneci
TpoMBouuTKe Kapchl kypangapapl kabbingantelH emaenyLuinep KyxatTanfaH Keaepri Tekcepy HaTuxkenepiHe
Herizgenin, VerifyNow acnupuH cbiHarbl TapanbiHaH Tekcepinmeyi mymkin: [T [Ib/llla 6asynatksiwTapel,
avnupuaamon, knonugorpernbs, COX-1 xaHe/Hemece COX-1, COX-2 dhepMeHTTepiH (M6ynpodeH, HanpoKceH,
avknodeHak, MHAOMeTaLUuH XaHe NMPOoKcukaMm) GasiynataTtblH CTepoMATLIK eMec ackbiHyFa kapchl Aapinep (NSAID).
[apinik emec nHAykUMaANaHFaH TpomboLMT natonorusiceiHa ne emaenyinepaeri VerifyNow acnmpuH cblHafbIHbIH,
opblHaanysl 6enrini emec.

mukonpoteuH lIb/llla 6asiynaTkbilw gapiciveH emaenreH emaenyLinep TpoMGoLMT OyHKUUACH KanmblHa
KenTipinMeriHwe TekcepinmMeyi Tvic. Byn yakblT mep3imi abumkcumab (ReoPro) yLwiH Aspi konaaHy ToKTaFaHHaH KeniH
wamameH 14 kyH xaHe antudmbatug (Integrilin) neH TpodundaH (Aggrastat) ywiH 48 caratka aewid 6onbin
Tabbinaabl. TPOMOOLUMT YHKLMSICBIHBIH KanmbiHa keny

yakbITbl )Xeke anamaapaa sapTypni 6onaasl xsHe 6yipek ancdyHKumsack 6ap emaenyulinep yuwiH ysarsipak 6onaasi.

VerifyNow acnupuH CbiHafbl HOTVXKENEepi KMMHULMCTKE KormkeTiMai 6acka 3epTxaHarblk XoHe KNUHUKanblk Aepektepre
BarinaHbICTbl TYCiHAIPINYi THiC.

KbI3BMET

VerifyNow acnabbl naiaanaHy TapansiHaH KbI3MeT kepceTyre apHanmaraH. XKeHgey kaxet 6onFaH acnantap Accriva
KOMMaHwusicbiHa kanTapbinybl kepek. VerifyNow xyiieciHe GaiinaHbICTbl akaynap TyblHAaca, (800) 643-1640 (AKLL) Hemece
+1 (858) 643-1600 (xarbikap.) HeMipi apkbinbl Accriva TeXHUKanbIK Koraay KbIaMeTiHe KOHbIpay LuarbiHbI3.

©HIMAINIK CUANATTAMAJAPDI

Knunukanbik 3eptTey VerifyNow acnvmpuH cbiHafbiMeH YL opTanbikTarbl eMaenyLlinepae opbiHaanasl. 3eptreyain
makcaTbl VerifyNow acnmpuH cbiHaFbiHbIH acnupuH cebebiHeH TpoMBoLMT yHKUMACHIHLIH By3binybiH enLey
MYMKIHAIrH kepceTy 6onael. 3,2% HaTpuin LMTpaTbIHAAFL! Kype TaMbIp TYTac kaH ynrinepi ysak Mepsimai acnmpuH
empeyiHgeri (kyHiHe 81 Mr) 65 emaenyLigeH xeHe 325 Mr acnvpuH XyTyaaH GypbiHFbl )KeHE KeMiHri, COHbIMEH KaTap,
VerifyNow acnunpwvH cbiHafbl apkbinbl keLlipMmeciHae TekcepinreH 71 emaenyLuigeH anbiHFaH. AMepuka XypekTi 3epTTey
accoumaumsChiHbIH LWapTLIHAA ECKepiNreH Tamblp aypynapbiHblH TapuXbl HEMece Tamblp aypynapbl AamyblHbIH Ceri3
Kayin pakTopbIHbIH KeMiHAE ekeyiHe Heri3aenreH KNMHUKanbIK CbiHak HyckacbiHAa Tipkeyre anblHy YiUiH ce36eH
SKpaHfa Wblfapblngbl (anIMAanI Hemece 6¥prHFbI WbINbIM Wery Tapuxbl, FTMNEPTOHUSA, runepnunuaemMms, kaH
TaMblpbl @aypynapblHbIH OTGACKINbIK TapuXbl, MTOCTKIMMAaKTEpWiiNik aienaep, kaHT avaberTi, cemiaaik Hemece OTbIPbIN
XKyMBbIC icTey). (1-kecTeHi KapaHpI3).

[OepekTepre afbiMaa Hacka Genrini TpoMmBoumMTKe Kapchbl Kypangapabl kabbingaraH Hemece kanblinTackaH Hemece
TyMa, acnypUHCI3 UHAYKUMSNaHFaH TPOMOOLMT pyHKLMACHI By3blnyblHbIH NaTONornsicbiHa e Aen kepceTinreH
emaenyLinepai kamTbiManabl.

VerifyNow acnupuH cbiHafbl HOTVDKenepi (keLipmenep) acnupvH kabbingayabiH 6onybiHa xxeHe GonvaybiHa
Tekcepinai. CaikecTinik KecTeciH (2-kecTe) xaHe acnupuH kabblngayaaH anablHFbl XXaHe KeniHri HaTvkenepai
KepceTeTiH HyKTeni AnarpammaHbl (2-cypeT) kapaHbl3.

BOMKAMObI MOHOEP

ABB MaHAepiHiH KanbinTbl MOHAEP ayKbIMbl KIMHUKanbIK 3epTTeyAe Tipkeyre anblHFaH 6apnbik emaenyLuinepaeH
ecenTengi. Hotwxenep 3-cypetTeri 6ernapameTpriik uinik ynectipyae cypettenreH. MeHAep acnMpUHHEH anfbiHfbl
JKeHe KeniHri peTiHae ynecTipinreH. ACMMpUHHEH anfblHFbl YIrinepre apHanfaH KanbinTbl MaHAEP aykbiMbl 620-672 ASB
(2,5 - 97,5 npoueHTUNb) apanbifbiHaa.

AHBIKTbIK

VerifyNow acnupuH cbiHarbl YLLIH KapanaibIM XeHe KelLeHAj aHbIKTbIk ecenTenai. KapanaiibiM aHbIKTbIK VerifyNow
CbiHaFbIHbIH, bICB 1-aeHreiii xxeHe 2-aeHreiii apkbinbl aHbIKTanapl. KypbirnFbinapabiH LU TonTamackiHbIH apbipi ap
Bakbinay AeHreniHiH 6ip TonTamackiHaa 20 peT TekcepinreH. HaTuwxenep 3-kecteciHae 6epinreH.

KeLueHai aHbIKTbIK xannbl 80 Aepek HykTenepi yiwiH 20 KYHHEH apTblK epikTi AJOHOpAaFbl TyTac KaHHbIH KeMeriMeH
ecenTengi. 4-kecTepe kepceTinreH enwwemaep katapblHaarsl HaTwxenepai CV NCCLS Hyckaynapb! apkbinbl
aHblKTanagpl.

CbIHAKTAH BAC TAPTKAH TAPANTAPOAFbI BOIMKAMAObI OHIMAINIK

Cana 3eptteynepi VerifyNow acnnpuH CbiHafbIH >KyPridy YLLUiH >Xanmbl XxanblKTaH 3epTxaHarnbik AaviblHObIFbI XOK 65 agam
TaHgarFaH yL 3epTxaHanblk emec opbiHAapaa Xyprisingi. ©p6ip agam Hyckaynapabl Okblabl xaHe yw apTypni ASb
[eHreiinepiHaeri AavblHAanFaH yL yNriHi cbiHakTaH eTkisgi (5-kecre).

KeliH ap anam cbiHak HaTukenepiHe 550 ASB xorapbl HaTWXE YLLIH (+) xaHe 550 ADB TeMeH HaTuxe YLLiH (-) aen
Garanagpl. Op6ip cbiHak OpHbIHAA AaiibIHAbIKKA Ve NadanaHyLubl Gipaen ynrinepai Tekcepin, 6aranagbl. Bapnbik 65
[AaiibiHabIKka ne 6onmaraH naganaHyLubl A yriciH Tepic (-) xaHe B xaHe C ynrinepiH oH (+) peTiHae Garanagbl.
[avibiHaanfaH xaHe AaiibiHaanvaraH naganaHylubinap apackiHaa 6apnblk yiu cbiHak opHbiHAa 100% kenicim GorraH.

KEOEPTINEPAOI 3EPTTEY

BeprxaHaga Tekcepy VerifyNow acnnpuH cbiHafbl HoTxenepiHaeri GipHeLle aapinep KnacbiHbIH SCepiH aHbIKTay YLiH
opblHAanabl. Keneci gapinep TpomMGoumT thyHKUMSICbIHBIH 83repyiHe ceben Gonybl MymkiH. Keneci aknapat VerifyNow
acnupuH CbiHaFbIMEH TEKCEPINETiH emaenyLuinep YLUiH kKapacTbipbinybl TUIC.

* P2Y12 6aaynatkbiwTapsl: Plavix®, Ticlid® xeHe Effient® sgette acnupuimen Gipre Taraiibinganagsl. Cupek
xafgannapga 6yn kypanaap kenbip emaenyuwinepaeri ASb asatobiHa ceben 6onybl MymkiH. [lereHmen, P2Y 12
BastynaTkbluTapbl acnvpuH kabbingay ce6ebiHeH TPOMOOLMUT dyHKLMSICHI By3binFaH (siFHn ABB < 550)
empgenylinepai caHatTayra acep etnesi. basiynay acepnepiHiH y3akTbifbl ockl P2Y12 6asiynaTkbilTapbiHaa
apTypni 6onagbl. OpTalua y3akTelikTap TemeHae 6epinren:

* TMnaeukc (5 KyHre AeniH)
«  Tuknug (5 kyHre gewiH)
*  OdpdueHT (10 kyHre gewiH)

« bBacka TpombGouuTke Kapcbl Kypanaap: byn kypanaapabiH 6apnbifbl TPOMOOUUT PyHKUMSICBIH GasiynaTybl
MYMKiH )XoHe acnupuH acepiHeH Tayencis ASb MaHiHiH a3atobiHa ceben Gonybl MyMkiH. basiynay acepnepiHiy
y3aKTbifbl Aapinepae apTypni 6onagbl. OpTalla y3aKTblK yakbiTbl 9p6ip Aapi YLUiH KepceTinreH.

« ArrpeHokc (10 kyH)
« [epcaHTuH (12 cafar)
* MMnetan/uunocrtason (12 carar)

* NSAID: AcnupuH cusiktbl (ASA), NSAID TpomMGOLMT OYHKUMACHIH a3anTyFa apHanFaH aen TipkenreH. ASA-gaH
e3sreweniri, NSAID TpomBoumnT yHKUmsickiH Gipxxona basiynatnavgbl. NSAID xaHe ASA Gip yakbiTTa
kabbingaHca, 6yn TpomGounT BastynaybiHbIH asatobiHa ceben 6onybl MymkiH. Byn 6asiynay scepnepiHe apHanfaH
opTalla y3akTblk yakbITbl 8p6ip Aapi YLUiH kepceTinreH.

*  W6ynpodeH (MoTpuH, agpun) (8 carar)

« HanpokceH (AneBe, aHanpokc, HanpenaH, HanpockiH) (24 carar)
« [uknoseHak (BontapeH, katacnam) (24 carar)

* WHpocwH (24 carfar)

«  ®enpeH (50 carar)

« N lb/llla 6asynatkbiwTapsbl: Eki kyH iwiHge Tupodmbanab! (Aggrastat®) Hemece antudubatuari (Integrilin®)

KabbinaaraH Hemece eki anTa iwiHae abumkcumabTel (ReoPro®) kabbingaraH emaenyluinep Tekcepinmeyi kepek.
2Kvi nanpganaHbinatelH aapinepain 6acka knactapbl VerifyNow acnvipyH cbiHafbl eHIMAInNIriHe aiTapribikTaii acepcia
CblHaKTaH eTkisinaj (onapra MbiHanap kipegi: aHTuokcugaHTTap, ACE GasiynaTtkbillbl, aHTUPUTMAIK NpenaparTap,
aHTUKOArYMsAHTTap, acrpWH, aHTUAENPECCaHTTap, UHCYNWH, annonypuHon, ankororns, GeTa-agpeHobnokartopnap,
BpoHxoaunararopnap, kanbLUuii apHanapbiHbIH GriokaToprapbl, ackasaH-iLek Aspinepi, 6eTameTasoH, NoBacTaTUH XaHe
TUPeona rOPMOHbIHBIH L-TUPOKCKHI). TPOMBONUTTIK Kypan cTpenTokHasack! VerifyNow acnpuH CbiHaFbl apKbinbl
enLeHreHaen, TPOMBOLMT thyHKLMSICLIHBIH enLuemeni 6astynayblH kepceTTi.
BepTrxaHarnblk XeHe KNHWKanbIk Tekcepy GipHeLLe kaH KOMMOHEHTTEpI AeHrennepiHiH acepiH 6aranay yLuiH opbiHAanaap!:
ChblHaK eHimainiriHe 29-56% apanbifbiHAaFbl FeMaToKpUT MaHAEPI, MUKponUTpiHe 292 000 TPOMBOLMT CaHbIHbIH MaHAEPI
acep eTrereH Hemece uankanblk 6ackapyaaH MHAYKUMSINaHFaH kenemgi kaH remonusiHe AeviH Gipkenki 6orFaH. Mfemonus
noapexeci VerifyNow acnvpyH cbiHarbl yririnepiMeH Gip yakbiTTa anblHFaH LeHTpudyranaHFaH ynrinepaeri nnasmaHbi
Kke36eH Tekcepy apKbiribl aHbIKTanabl.
577 mr/an peviHri TpUrnuuepua KOHLEHTpaUUsCbIMEH 3epTTenreH ynrinepae anTapnbikTai kegepri 6ankanmagbl.
164-529 mr/an apanbifbiHaarsl nbpuHoreH AeHrennepi VerifyNow acnupuH cbiHafbl apkbinbl Tekcepingi. VerifyNow
acnupyH ChiHarbl eHiMAiNir MeH pnbpuHoreH aeHrennepi apacsiHaa 6enrini kapbiM-KaTbIHaC XOK.

VerifyNow Aspirin Platelet Reactivity Test

MHCTPYKLWMM NO NPUMEHEHUIO

Pycckumn

Cnyx6a TexHnyeckon nogaepxku (CLLUA) 1-800-579-2255
(mexxpyHapoaHasi nuHus) +1-858-263-2502 | techsupport@accriva.com

OBNACTb NPUMEHEHUA

Tect VerifyNow ans acnupvHa siBNSIETCS KONMYECTBEHHbIM aHanW3oM, NpeAHasHa4YeHHbIM Ans oGHapyXeHnst
HapyLeHnsa dJyHKLlI/II/I TpOMﬁOLlI/ITOB, OﬁyCl‘IOE]‘IeHHOVI npuemom acnmpuHa, B LlI/ITpaTHOVI LLel'IbHOI;I KpoBK B
nabopaTopHbIX NN aMBynaTopHbIX YCIOBUSIX.

[laHHbIN TeCT He NpeAHa3HaueH A1 UCNONb30BaHWUS MPY HANMYNUK (DOHOBBIX BPOXKAEHHbIX aHOMaINNi TPOMGOLIMTOB,
y NaLneHTOoB C NPUOBPETEHHLIMI aHOManNMsiMi TPOMGOLIMTOB, KOTOPblE He Bbi3BaHbl MPUEMOM acnupuHa, Unu y
NaLMEeHTOB, MPUHUMAIOLLNX aHTUArperaHTHbIE CPEACTBA, OT/INYHBIE OT aclUpUHa (MOXET UCMONb30BaTLCS Y
NauWeHTOB, MPUHUMAIOLLIMX CEeNneKTUBHbIe MHMMBuTopsl COX-2, Hanpumep, Luenekokenb (Celebrex®).

OMNUCAHUE U3OENUA

Cucrema VerifyNow — 370 crcTeMa ONTUYECKOro pacnosHaBaHWsi Ha OCHOBE TypBuaMMeTpuieckoro aHanmaa,
KOTOpas npeAHa3HadeHa Ans KONMMYECTBEHHOTO ONpeaeneHnst MHAYLMPOoBaHHOI arperaumm TpomGouuTto. Cuctema
COCTOUT 13 Npubopa, OAHOPA30BOro TECTOBOMO YCTPOWCTBA U CPEACTB KOHTPONSA KayecTBa. TECTOBOE YCTPONCTBO
nokasaHo Ha puc. 1. CpeacTsa KOHTPOMs Ka4ecTBa BKIKOYAIOT B cebsi aneKTPOHHbI KOHTPOIb kadecTBa (electronic
quality control, EQC), BCTpoeHHbI B Npubop, KOHTPOMb kayecTsa xuakux obpasuos (wet quality controls, WQC) aByx
YPOBHEN 1 CpeacTBa BHYTPEHHEro KOHTponsi. Mpu6op KOHTPONVPYET BCO NOCIEA0BaTENLHOCTb NPOBEAEHUS aHanmsa,
Temnepartypy, CMeLLMBaHWe peareHTa u Npobbl KPOBM, a TakoKke OCYLLECTBISET caMoauarHocTuky. MNocne 3aeepLueHns
npoBefeHNs aHanusa Npubop N3MepsIET CTENEHb (PYHKLMOHAINBLHON aKTUBHOCTU TPOMBOLIMTOB U BLIBOAUT pe3ynstat
Ha aucnnen. YCTPONCTBO COAEPXUT NMOGUNM3NPOBaHHBIN Npenapar ¢ rpaHynamm, NoKpbITbIMU YeroBE4YECKAM
MBPUHOreHOM, aroHMCTbl TPOMBoLMTOB 1 Bydbep. Mpoba LenbHON KpoBU NaLmeHTa aBToMaTuyecky, 6e3 yyactus
YeroBeka, nogaetcs Nnpubopom 13 Npobupku Ans oTéopa KPOBU B TECTOBOE YCTPOWCTBO.

nPMHUUN HEVICTBVIFI

AcnupuH Bo3aencTByeT Ha (PyHKLIMOHMPOBaHME TPOMOOLIMTOB 3a CHET HeOBpPaTUMOro MHIMBupoBaHust hepmeHTa
umknookeureHasbl-1 (COX-1), npuHUMaroLLEro y4acTie B NpeBpaLLeHny apaxmaoHOBOW KUCMOTbl B TpoMGokcaH A2,
KOTOpbIN B KOHEYHOM cHeTe akTuBupyeT pelenTtopsl GP lIb/llla, urpatowwme ponb B arperauumn TpomGouuTos. Ecnn
acnupyH okasan oxuaaemoe aHTMaTpomMboLmTapHoe feiicTeue, TO arperaumst TPOMBOLMTOB He Npou3oinaeT. Tect
VerifyNow ans acnmpuHa BkntodaeT B ce6s aroHUCT apaxuaoHOBOW KUCNOTbI A4St akTUBaLmy TpomGoumTtos. TecT Ans
acnupuHa nNpefHasHayeH ans onpeaeneHns oyHKLUMM TPOMGOLIMTOB Ha OCHOBAHWM CNOCOGHOCTY aKTUBUPOBAHHLIX
TPOMBOLIMTOB K CBSA3bIBaHWIO (hrbprHOreHa. Arperaums MUKpOHacTUL, NOKPbIThIX (PUGPUHOrEHOM, B LIENbHON KPOBU
nponopLuoHanbHa KonnyecTsy cBoboAHbIX peLienTopos TpomGouutoB GP Ib/llla. AkTuBMpoBaHHbIE TPOMBOLITHI
CBAI3bIBAOTCA C MOKPbITbIMU (PMBPUHOrEHOM rpaHynamMu 1 06ecneymnBaloT arperaumio rpaHyr, 3a CHET Yero Bo3pactaet
onTUYecKkas NMPo3payHoCTb. MNpnBop UKCUPYET M3MEHEHUS ONTUYECKOTO CUrHana, KoTopble Bbiny Bbl3BaHb! arperaumei.

MATEPWAIbI, KOTOPbIE BXOOAT B KOMMIEKT NOCTABKU
+ 10 (PN: 85053-10) nnu 25 (PN: 85053) TecToBbIx ycTpoiicTs VerifyNow ¢ acnmprHOM, Kax/aoe 13 KoTopbIx
repMETUYHO YNakoBaHO B NakeT U3 dronbrn. Kaxxaoe TecToBoe YCTPOMCTBO COAEPXKUT NIMOOUNN3NPOBAHHBIN
npenapar ¢ rpaHynamu, NOKpbITbIMU PUBPUHOrEHOM, aroHUCTLI TPOMBOLMTOB, NENTIA, Bblunii CHIBOPOTOUHBIN
anbbymuH, ctabunusarop v 6ydepHbIin matepuan.

XPAHEHME PEATEHTOB U OBPALLEEHUE C HUMU
*  VHpvkaTop 13 Habopa C TECTOBbIM YCTPOMCTBOM: Kaxkapiii HaGop ¢ TecToBbIM ycTporcTBoM VerifyNow umeet
MHOVKATOP TeMnepaTypbl, HAXOAALLMINCA CHaPY>KM ynakosku. Monb3osartens [omKeH NPOBEPUTL MHAVKATOP nocne
nonyyeHus Habopa. Ecrnv uHaukaTop U3amMeHun cBon LBeT, Habop NoaBeprcs BO3AEVCTBIIO BbICOKOW TeMnepaTypbl, 1
NS NOATBEPXKAEHNS BO3MOXXHOCTM MOMHOLIEHHO paboThl C peareHTamu AomKeH BbiTb NPOBEAEH KOHTPOIb KavecTsa
xnakux obpasuos (WQC) Ha aByx yposHsiX. MiHavKaTop TemnepaTypbl ykasblBaeT Ha Hanuune omnBboK, CBA3aHHbLIX C
BO3[EVICTBMEM HEXenaTerbHbIX YCIOBUI OKpyXatoLLei cpeapl.

+ XpaHuTe TecToBblE YCTpOIiCTBa Npu Temnepatype ot 2 °C po 25 °C (3677 °F).

+ Ecnu TecToBOE YCTPOMCTBO BbIN0 OXNaXAEHO, NPExAe YeM NPUCTYNUTL K paBoTe C HAM, CriefyeT AoKAATLCS, Noka
OHO He HarpeeTcs 10 KOMHaTHOW Temnepartypbl ot 18 °C o 25 °C (64—77 °F).

» TecTOBOE YCTPONCTBO AOIMKHO XPAHUTLCSA B FEPMETUHHON YNakoBKe 13 Ghonbrn B TEYEHWE BCErO CPOKa XpaHeHns Ao
MOMEHTa €ro UCMoNb30BaHWs! BO U3BexXaHNe ero NOBPEXAEHVS U3-3a BNaXXHOCTY.

HEOBXOAUMBIE MATEPUAIbI, KOTOPbIE HE BXOOAT B KOMMJIEKT MOCTABKU
+ Greiner Bio-One Vacuette® npo6bupku ans ot6opa kposn o6bemom 2 Mn, cogepxatume 3,2 % uutparta HaTpus.
Mpo6upku anst ot6opa kpoem obbemom 1,8 Mn, cogepxalume uutpat Hatpust (3,2 %) Greiner (Ne no katanory
454322) nnu Nipro (Ne no katanory NP-CW0185-1).

» [Mpubop VerifyNow c ycTporcTBoM anekTpoHHoro koHTpons (EQC).
» Habop ansa aHanusa WQC VerifyNow (Ne no katanory 85047).

OBLUE MEPbI NPEOOCTOPOXXHOCTMU:
« [nsa guarHocTuky in vitro.

» [pubop VerifyNow 1 ero KOMNOHeHTbI JOMKEH UCMONb30BaTbCA B CTPOrOM COOTBETCTBUM C NpeanMcaHnsaMm
PYKOBOACTBA Nofnb3oBaTens.

+ 3anpeluaetcs nonb3oBaThCs TeCToBLIM ycTponcTBoM VerifyNow ans acnupuna unu matepuanamu WQC no
MCTEYEHWUN CPOKa UX FOAHOCTM.

» Bce npobbl KPOBY NALMEHTOB Npy paboTe C HUMU AOMMKHBI PaCCMaTpUBaTLCS Kak MOTEHLUManbHO 3apasHble.

+ OG6pas3upl JoMmKHbI 06pabaTbiBaTLCS kKak MaTepuansl, obnagatolme 61MonorMyeckon onacHocTLI, U pabota ¢
HUMU [OIMKHA NPOU3BOANTLCS B COOTBETCTBUM C MPaBUiaMi opraHusaLmm.

* PeareHTbl npoun3esefeHbl U3 Mmatepuana, O4YULLEeHHOro OT Nfia3Mbl KDOBU YernoBekKa. ﬂaHHbIVI mMatepuan nokasan
oTpULIATENBHYIO PeakLmio Ha BCe MH(DEKLIMOHHbIE 3a60oneBaHusl, N0 KOTOPLIM GbINO NPOBEAEHO TECTUPOBAHME,
Bkntoyas HIV-1, HIV-2, noBepxHOCTHbIN aHTureH renatuta B (HBsAg) n Bupyc renatuta C (HCV). Obpawyaiitech
C TECTOBbLIM YCTPOWCTBOM Kak C MaTepuanom, obnagarnLmm 61onornieckoil onacHoOCTLIO U YTUNM3UPYITE ero
COOTBETCTBYHOLLMM CMOCOGOM.

CBOP U NPUITOTOBJIEHUE OBPA3LIOB

Bce npobbl LieNbHOM KPOBW AOMKHBI BpaTbCs Ha UCCNEA0BaHNE U3 HAaCTUHHO 3aNOMNHEHHbIX BaKyyMHbIX NPOGUPOK ANst
ot6opa kposu Greiner Bio-One Vacuette® o6bemom 2 mn ¢ 3,2 % uutpata HaTpust unv npobupku Anst otéopa kposu
Nipro (Ne no katanory NP-CW0185-1) o6bemom 1,8 mn, cogepxatuen 3,2 % uutpata HaTpusi. [po6bl AOIKHbI
oTbupatbes mexay 2 1 30 Yacamu nocrne nepopanbHOro npuema acnupuHa. Mepea NpoBeAeHUEM UCCrefoBaHNUS
KPOBb [JOfXHa OTCTanBaTbCsA MO MeHbLLEN Mepe B TedeHne 30 MUHYT nocne 3abopa, Ho He 6ornee 4 yacos.

UHCTpyKuum no ot6opy nNpo6 HenocpeAcTBEHHO B BaKyyMHble NPoGUpku Ansi otéopa
KpoBM:

1. LlenbHas KpoBb MOXET OTOMPATLCA B MECTaxX BEHEMYHKLIMM UMM apTepuarbHON NyHKLWW C MOMOLLbIO UMM kanubpa
21G unu 6onee B YaCTUYHO 3aMOMHEHHYIO BaKyyMHYt0 Npobupky Ans ot6opa kposu ¢ 3,2 % uutpara. Mpobebl
KPOBW [JOMKHbI OTBMPATLCS Ha ydacTkax, abCconioTHO CBOGOAHDBIX OT NepUEpPUHECKNX BHYTPUBEHHBIX HAY3UIA.

2. Cnavana cobepute KpOBb B YTUNM3Npyemyto Npobupky (06LeMOM He MeHee 2 Mn).
3. OcTopoXHO nepeBepHUTE NPOBOOTOOPHYIO0 NPOBUPKY MUHMMYM 5 pas, YTobbl ee COAEPKMMOEe XOPOLLIO NepeMeLLIarnoch.

CneumnanbHble MHCTPYKLMKM ANsi CrlyYaes, Koraa KpoBb NOCTYNaeT U3 NOCTOSIHHOrO
KaTeTepa:

1. OT60p NP6 LieNbLHON KPOBM C NOMOLLLIO MOCTOSIHHOTO KaTeTepa OCYLECTBAETCA NoCne Toro, kak Yepes cuctemy
6bI10 NpPoNyLLEHO AOCTAaTOYHOE KONIMYECTBO KPoBY (MpnbnuantensHo 5 mn). Y6eanTech B OTCYTCTBUN CryCTKOB
KPOBW B kaTeTepe.

2. Mpwu ncnonb3oBaHWy LINPULLA NepeHecuTe KPoBb B NOAXOAsLLYIO NPOBUPKY Ans oTOopa KpoBK cpasy xe nocne
oTbopa npobbl.

3. OcCTOpOXHO nepeBepHUTE NPO6OOTEOPHYI0 NPOBUPKY MUHUMYM 5 pas, 4TOObI ee CoaepPXXMMOoe XOPOLLIO
nepemeLLanocs.

Mepbl NpeaoCcTOpPOXHOCTU NpU OTGOope NPo6bI:
. I'Ipm HenpaBUnbHbIX ,EleVICTBI/IﬂX npun 0T6ope I'Ip06 KpoBU Ha npmﬁope MOXET NOoABUTLCA NpeaynpeanTensHoe
coobLueHne 06 ownbke 24. [1ns nonyvyeHns 4ONONHUTENbHON MHOpMaLmn obpatuteck k pasaeny «KoHTpons
KayecTBa» B NINCTKe-BKNaAbILLE U3 YNaKOBKU.

+ Ecnu kpoBb 0T6MpaeTca 04HOBPEMEHHO AN KIMHWYECKOro aHanusa u Ansa Tecta Ha npubope VerifyNow ans
acnupwvHa, Npobupka Ans KNUHUYECKOro aHanm3a 3anonHAeTCs NocneaHen.

+ 3anpeLyaeTcs 3aMopaXxuBaTh UK oxraxaatb Npoby.

» [pu ot6ope npob cneayet cobnoaaTb OCTOPOXHOCTb, YTOGbLI M3BexKaTb reMonusa Unu 3arpsi3HeHnst NpooGb!
obpasuamu TkaHel. 3anpeLLaeTcs UCnonbL3oBaTh NPobbl C NoGLIMY NPU3HAKAMU HANIUYWS CTYCTKOB.

* Heobxoanmo Bceraa cneauTb 3a Tem, YTobbl NPO600TOOPHLIE NPOBUPKM BbiNK 3anonHeHb! A0 YKadaHHbIX
oTMmeTok. Ha BbicoTax Haz, ypoBHeM Mopsi cbille 2500 dyToB (762 M) 3anonHeHue npobupok Ans cbopa kposu
MOXET He COOTBETCTBOBATL YKa3aHHOW OTMETKe, YTO BeAeT K HEeMpaBUbHOMY COOTHOLLIEHIO KPOBM U
aHTUKoarynsHTa. Ytobbl 3anonHeHne npo6ooTEOpHbLIX NPOGUPOK BbINO NPaBUMbHLIM, NPK paboTe Ha Takux
BbICOTaX HeOBXOANMO CBEPSATLCS C MHCTPYKLIMAMM MO OTGOPY KPOBU.

+  O6pasubl 4OMKHbI OTGMPaTLCA 1 06pabaTbiBaTLCS B COOTBETCTBUM C MPaBUaMu U NpoLieaypaMu YUpexaeHus B
OTHOLLEHUN BUOMOrMYecKn onacHbIX mMaTtepuanos.

NMPOLIEAYPA AHATTU3A KPOBU
1. [AnsA nomny4YeHuUs NMOMHbIX MHCTPYKLMIA NO SKCnyaTaumumy CM. pyKOBOACTBO MO akcnnyaTtauumn cuctembl VerifyNow.

2. BckpoWiTe ynakoBky 13 bonbr 1 U3BMeKUTe TECTOBOE YCTPOWCTBO. YAEpXMBaTb TECTOBbIE YCTPOWCTBA MOXHO
Tonbko nanbuamu. (Cm. PucyHok 1)

3. CHuMWTe C UMbl TECTOBOTO YCTPOMCTBA 3aLLMTHbIV KONMa4oK, HenocpeACTBEHHO NOTSHYB 3a Hero. He kpyTute
KONMNa4okK, TaK Kak 3T0 MOXET NPUBECTU K CHATUIO UIMbl.

4. TMo ykasaHuto npubopa BCTaBbTE TECTOBOE YCTPOMCTBO B Npubop.

5. Mo ykasaHuto npubopa akkypaTHO nepeBepHUTE Npobupky ¢ Npoboi KPoBY MUHUMYM 5 pa3 U yCTaHOBUTE ee Ha
urny TectoBoro yctpovicTea. Ecnu B npubope ecTb KpbiLika, 3akpoiTte ee. Ecnu ee HeT, nepengute K nyHKTy 6.

6. Mprbop NpUCTYNUT K aHanNW3y KPOBW U BbIBEAET €ro pe3ynbrar Ha AUCTINEN B TEHeHVe NPUBNU3NTENbHO NATU MUHYT.

BHUMAHME: MNMpo6a kpoBu HaxoauTcs noa AasrneHneM. He usenekaiite npo6ooTopHyto NpobrpKy 13 yCTporcTaa.
M3BnekaiiTe TeCTOBOE YCTPOMCTBO M3 NpuGopa ToNbKO Nocre 3aBepLUEHNst UCCreaoBaHus.

7. W3BnekuTe yCTPOWCTBO, 3aXBaTWB €r0 KOHYMKaMM NanbLeB U GbICTPO NOTSHYB NPSIMO BBEPX.

8. He n3BnekaiiTe Nnpobupky U3 ycTpoicTBa. Y TUIM3NPYNTe yCTPOMCTBO/NPOGMPKY C NpoGOI KPOBY B NOAXOASALLMNIA
KOHTeWHep Ans yTUNM3auum matepuanos, NpeacTaBnstoLLmnx GMoNornieckyio onacHoCTb.

MONYYEHHbIE PE3YIbTATbI

Pesynbrathl UcCnefoBaHWs BbipaXeHbl B BUAE eAWHUL, PeakTMBHOCTU K acnnpuHy (Aspirin Reaction Units, ARU),
KOTOpPbIE PACCUUTBLIBAIOTCS Kak (OYHKLIS OT CKOPOCTU arperauuun. MiHTepnpetauus peaynstatoB OCHOBaHa Ha
cnefyrLnX yCTaHOBIEHHbIX NpefenbHbIX 3Ha4YeHUAX:

MHTSQI‘I[}eTaI:[VIﬂ pe3ynbratoB aHanunsa:
2 550 ARU — He 0GHapyeHo HapyLueHWsi (OyHKLUM TPOMGOLMTOB, CBA3AHHOTO C MPUEMOM acnvpuHa
< 550 ARU — o6HapyxeHo HapyLueHue dyHKLM TPOMBOLMTOB, CBA3aHHOE C NPUEMOM acnupuHa

Pe3ynbTaTbl HEO6X0AMMO paccMaTpuBaTh B COMETaHWM C OCTaNbHbIMU A@HHBIMU, NONYYEHHBIMU BPayoM B
pesynbTaTte KIMHUYECKUX 1 NabopaTopHbIX UCCNeaoBaHUIA.

COOBLUEHNA MPUBOPA

B HekoTopbIx 06CTOSITENBCTBaX TECTOBLIV 3aMyck MOXeET ObITb NpepBaH. B atom cnyyae npubop otobpasut Ha
avcnnee cooblueHne o6 ownbke unu npegynpexaenue. [ins nonyveHuns 6onee nogpobHoOit nHGopMaLmm o
nopo6HbIX coobLeHnsx obpaTuTeck k PyKOBOACTBY MO 3Kcnnyatauumn cuctemsl VerifyNow.

KANMMBPOBKA

Kanubposka TectoBbix ycTponcTs VerifyNow gnst acnvpuHa npousBoguTtes Ha 3aBofe-usrotoeutene. MHdopmaums o
KanubpoBKe COAEPXMTCS B LLUTPUX-KOAE, HAHECEHHOM Ha YNaKkoBKY KaX/Aoro ycTpoiicTsa. Mpu ucnonb3osaHum Ans
aHanusa Kaxjoin HOBOW NapTUM YCTPOCTB AOIHKEH ObiTb OTCKAHMPOBaH LTPUX-koA. Mpu 1cnonb3oBaHUmM HOBOW
napTuM YCTPOMCTB NOCIe BCTABKW TECTOBOTO YCTPOWCTBA Npubop onoBecTUT 06 3TOM nonb3oBatens nyTem
OoTOGpaXXeHUs 3HaYKa LUTPUX-Koda.

» [ocne onoBeLleHWss NOMECTUTE YNakoBKY TECTOBOMO YCTPOMCTBA Nepes yCTPOMCTBOM AN CHUTbIBAHUS
LITPUX-KoAa, HAaXOASALLMMCS Ha NEBOI CTOpoHe Npubopa, Takum 06pasoMm, YTOObI LUTPUX-KOA Ha YNakoBKe
Haxoguncs Ha O,CLHOI;I NHUKN C yCTpOI;ICTBOM ANS CY4MTbIBAHUA WITPUX-KOAA.

* Mocne nony4eHus npubopom HeobxoamMoit nHpopmaumm GyaeT crbileH 3ByKOBOW CuUrHan.
+ Tonb3oBaTento Heo6Xxo0AMMO OCYLLECTBUTL 3TN AENCTBUA ANS KaXAO0N NapTiM TONBKO OAUH pas.

KOHTPOIlb KAYECTBA

Cuctema VerifyNow MMeeT HEeCKOMbKO MEXaHW3MOB KOHTPOSIS Ka4ecTBa, KOTopble 0BHapyXuBatoT oLwmnbku,
CBSI3aHHbIE C HEMCNPABHOCTSIMU CUCTEMBI, HEXenaTenbHbIMU YCIIOBUSIMU OKpY>KatoLLieii cpeabl u paboToit
nonb3oBaTens.

Mpov3BoanTenb peKOMeHAYyeT 3anyckaTb OAWH pa3 B ieHb YCTPOMCTBO 3neKTpoHHOro koHTpornsi (Electronic Quality
Control, EQC). laHHOe yCTpOIiCTBO MHOTOPa3oBOro MOfb30BaHWS OCYLLECTBASET NPOBEPKY ONTUYECKOW U
NHeBMaTnyeckol cuctem npubopa, a Takke PyHKUMOHUPOBAHNE MeXaHU3Ma NepeMeLLBaHNS peareHToB.

B Tecte VerifyNow anst acnupuHa Taioke MMetoTcs criefytollme BHYyTPeHHUe CpefcTBa KOHTPONS:

+ [pubop aBTOMATUYECKU CNIEAUT 3a HaMoNHeHWeM NPOBUPOK, KOPPEKTUPYET NofdaYy XuakMx 06pasLoB v X
nepemelumsatme. Mpubop Takke oTcnexmnBaeT paboTy SNEKTPOHHBIX Y MEXAHUYECKUX Y3MI0B.

+ Kaxpoe TeCToBOe YCTPOWCTBO UMEET AiBa YPOBHS KOHTPOIS Ka4ecTBa Ans onpefereHns HEMCNPaBHOCTEN B
TECTOBbIX 3anyckax, BbI3BaHHbIX CIlyqaiiHbIMK OLIMBKaMK, pacnafaoM peareHTa Unm HenoaxoasLLMMmn npodamu
KpoBW. [lo Hayana akT1eaLun TPOMBOLIMTOB 1 CBSA3bIBaHUS (PUBPUHOreHa BHYTPEHHWI HEraTUBHbIN KOHTPOIb
BbIMOMHSIET TECT Ha Hecneuunduyeckyto arperauumio. Ombka B BbINOMHEHUN STOMO TecTa NPUBEAET K NOSIBNEHMIO
npeaynpexaatoLlero cooblienns (MpepynpexaeHne 24) Ha npubope VerifyNow, a nonyyeHHble pesynbstaThl
ARU He 6yayT oTo6paxeHsbl.

+ Bo Bpemsi akTMBHOM (ha3bl TECTA BHYTPEHHWIA MO3UTUBHbI KOHTPOIb OTCREXVUBAET NPOTEKaHUe peakLmn 1
paccunTbIBAET KOHTPOIbHBLIE eAWHULIbI, KOTOPbIE JOMKHbI HAX0AMTLCA B onpeaeneHHbIX npegenax. Owwnbka
NPOXOXAEHWS NO3UTUBHOTO KOHTPOMS MOXET YKa3blBaTb Ha pacnaf peareHta unu aHomansHocTb obpasua.
MpuGop VerifyNow oTo6pa3uT coobLueHve ¢ npeaynpexaeHnemM 24 unv npegynpexaeHnemM 28, v equHnLbI
peakTuBHOCTM Ha acnupuH (ARU) He 6yayT oTobpaxeHsbl.

B cnyyae nonyyeHns npegynpexaenus 24 Ans TeCTMpoBaHNA (PyHKLMOHMPOBaHUA npubopa AOMKHO BbiTh
MCronb30BaHO YCTPOWCTBO aneKTpoHHoro koHTpons (EQC). Ecnu npoeepka ¢ EQC npowwna ycnewHo, cuctema
VerifyNow cyHKLUMOHMPYeT HopMarnbHO. B nogo6HbIX criyyasix npobnema MoxeT ObiTb cBsid3aHa ¢ Npo6oi KpoBU 1
[OMKHbI BbITb PACCMOTPEHbI CReayoLmMe NPUYKMHBI NOSBNIEHNS NPeAYNpexXaeHns 24:

+ TecTupyeMmblii NaLUMEHT NPUHMMAET Npenapart, OTHOCALUMIACS K MHTepepUpyIOLLMM BeLLECTBaM, TakuM Kak
abuukcumab (Peollpo®), antudpundatna (MHTerpunmu®) nnu Tupocmban (Arpactat®).

+ [Ons nonyyeHus o6pasua Gbina ucnonb3oBaHa HenpaeunbHas MeToamnka otéopa Kposu.
+ [pwu 3anycke TecTa Gbina vcnonb3oBaHa GpakoBaHHas Npobupka.

* Y TeCcTpyeMmoro nauueHTa HU3Kuii ypoBeHb TPOMGOLIMTOB, HA3KWIA reMaTOKPUT UNK HACcNeACTBEHHOE HapyLLeHne
DYHKLMM TPOMBOLMTOB.

+ O6paseL| AN KOHTPOMNSA Ka4YeCTBa XWaKMX 06pa3LoB Bbin 3anyLUeH B PeXXMMe TECTUPOBAHWUS NaLUMeHTa, a He B
peXunMe KOHTPONs KavecTsa.

Ecnu Hn OAHa 13 npuBefeHHbIX Bbillie NPUYXH He Bbi3Barna nosisrieHne npegynpexaeHns 24, Ans noaTBepXaeHnsa
LeNnoCTHOCTU TeCTOBOIro yCTpOVICTBa N peareHToB JOImKeH ObITb npoBeAeH KOHTPOsb Ka4vyecTBa XUOKNX oﬁpasuoa
(WQC) BTOpOrO YPOBHSI.

B cnyyae nonyyeHnus npegynpexaeHns 28 Ans TectupoBaHus (yHKLMOHMPOBaHWS Npubopa AomkHO BbiTb
MCMonb30BaHO YCTPOMCTBO 3M1eKTpoHHoro koHTpons (EQC). Ecnu npoeepka ¢ EQC npoluna ycneLuHo, cuctema
VerifyNow cyHKLMOHUPYET HopMarnbHO. B nofo6HbIx cryyasx npobriema MoxeT ObiTb cBsidaHa ¢ npo6on Kposu 1
AOIMKHbI ObITb paccMoTpeHbl cneayoLwve NpuydnHbl NoABNeHUa npeaynpexaeHna 28:

+ [emMaToKpUT TECTUPYEMOTO NaLMeHTa BbIXOANUT 3@ Npeaerbl NPUEMIIEMOTO uana3oHa.
+ [pu 3anycke TecTa Gbina UCMOMb30BaH MIOXO NepemelLaHHbIn obpasel.
+ O6pasel He 6bin 3anyLLeH B TeYEHNE ONpeaeneHHoro Nepoaa BpeMeHu.

Ecnu H1 ogHa 13 npyBeaeHHbIX BbILLe NPUYMH He Bbi3Bana nosiBneHue npegynpexaenns 28, Ans noaTeepaeHns
LIeNoCTHOCTW TECTOBOIO YCTPOWUCTBA U peareHToB AomKeH BbiTb NPOBEAEH KOHTPOMb Ka4yecTBa Xuakux obpasLioB
(WQC) BTOpOro ypoBHsi.

[ins noaTBepXaeHust LenoctHocTn cuctemsl VerifyNow y komnanum Accriva Diagnostics MoryT 6biTb npuotpeTteHb!
KOHTpOnbHble xuakue obpasubl (WQC). WQC ypoeHs 1 1 yposHs 2 ans VerifyNow copepxat KNMHUYECKN 3HaYMMble
YPOBHM KOHTPOMbHbIX BELLECTB U MOTYT 6biTh UCMOMNbL30BaHbI Kak YacTb MPOrpamMmbl KOHTPONS KayecTsa
nabopatopHbix nccnegosanmnii. WQC npegHasHaueHbl Anst 0GHapy»eHNs OCHOBHbIX OLIMBOK B paboTe cUCTEMBI.

Hab6op ans koHTpons kavecTsa xuakux obpasuos VerifyNow (Ne no katanory 85047) moxHo npuobpectu y
komnaHum Accriva Diagnostics.

MpouseoaunTens pekomeHayeT npumeHaTe WQC 2-ro ypoBHS Kaxaplid pa3 Npu nosy4eHn HOBOW NapTuk TECTOBBIX
Ha6opos VerifyNow ans acnupuHa. KoHTporbHble AnanasoHbl BKMOYEHb! B pasaen «Oxuaaemble 3Ha4eHns» Bo
BKnagplwe k npubopy ynpasneHus. Ecnv KOHTponbHbIN o6pasel| He NpUBEen K NoMyyYeHuto pesynsTtaTa B npeaenax
YCTaHOBIEHHbIX 3HAaYeHuiA, NOBTOPUTE NpoLieaypy ¢ HoBbIM ycTporcteom U WQC. Ecnn nonyyeHHoe 3HayeHune Bce
paBHO HEKOPPEKTHO, 0BpaTMTECh 3a MOMOLLBIO B TEXHUYECKYI0 noaaepxky komnaHum Accriva Diagnostics.

OrPAHMYEHUA NPU NPOBEAEHUU AHANTU3OB

JInohunusnpoBaHHbIl peareHT MMrpoCcKoNMYeH 1 pasnaraeTcsi nocne AnUTenbHOro NpedbiBaHNs B OTKPLITOM BUAE B
ycrnoBusx nomelleHus. Mo aTo NpuYnHe TeCTOBOE YCTPOMCTBO CrieayeT UCMosb3oBaTh BCKOpPE Nnocre ero
V3BMNEYEHUs U3 YNaKoBKU U3 onbrut.

Ecnun pesynbratbl aHann3a He COOTBETCTBYIOT OXWAaeMbIM nokasarensam, BO3MOXHOW I'IpVI‘-WIHOI;I 3TOro Mor ctaTtb
HenpaBunbHbIN 0T60P NPo6 KpoBM NGO HenpasKbHOE obpalleHne ¢ ycTpoicTBoM. MoBTOpUTE aHanus,
1Cnonb30BaB HOBOE TECTOBOE YCTPOICTBO 1 NPoBy KpoBU.

WccnepoBaHye NauUeHToB C HACNEACTBEHHLIMU HAapyLIEHNAMU (OyHKLUM TPOMBGOLMTOB, CTPaAAIOLNX TaKUMK
3aboneBaHusaMU, kak GonesHb doH BunnebpaHaa, TpombacteHns [MaHumaHHa u cuHapomM bepHapa-Cynbe, He
npoBoaMnock ¢ ucnone3osaHnem Tecta VerifyNow ans acnupuHa. MNaumeHTbl, NpuHMMatoLLme cneayiolme
aHTMTpOMﬁOLLMTaprIe cpeacTea, He MOryT NpoxoAnTb nccnegosaHne C UCnornb3oBaHUEM Tecta Verinyow ana
acnupuHa n3-3a 3a40KyMEHTUPOBAHHBIX UCKaXKEHNI Pe3ynbTaToB NccnenoBaHus: MHrMbnTopel rnvkonpoteunnHa lib/
Illa, gunupuaamon, knonuaorpens, HeCTepouaHbIe NpoTuBoBocnanuTenbHble cpeactea (NSAIDs), nHriMbupytowme
depmeHTbl COX-1 1 COX-2 nnm tonbko COX-1 (MbynpodeH, HanpokceH, AnknodeHak, MHAOMETaLMH 1
NMpOoKcUKam).

AdphekTnBHOCTL TecTa VerifyNow ans acnvpriHa y naumeHToB, CTpafaloLLnx NpruobpeTeHHbIMIN aHOManMaMu
TPOMBOLINTOB, KOTOPbIe He GbiNK Bbi3BaHLI MPMEMOM N1eKapCTBEHHbIX NPenapaToB, HEM3BECTHA.

AHanu3 KpoBw NauWeHTOB, KOTOPLIE MPOXOAWIN KYPC NEYEHUs NEKAPCTBEHHLIMU CPEACTBaMU C UHIMBUTOpamMm
rnukonpoTenna lib/llla, nomkeH NpoBOANTLCS TOMBKO NOCNE TOro, Kak y HUX BOCCTAHOBUNACh (PyHKLMS TPOMGOLIUTOB.
370 3aHMMaeT NpubnuanTensHO 14 cyTok Nnocrne npekpaLleHus NPUHATUS NeKapCTBEHHOTO CpeacTBa Ans
abuwkcumaba (Peollpo) n fo 48 Yaco ans antudmbaTtuaa (MHTerpunuH) n TupodmbaHa (Arpacrar).

Bpems BoccTaHOBREHNS hyHKLMM TPOMBOLIMTOB 3aBUCUT OT UHAMBUAYaNbHbIX 0COBEHHOCTEN YenoBeka 1 ABnseTcs
Bonee NpPoAOMKUTENBHBIM NS TEX NALMEHTOB, KOTOPbIE CTPaAalT HapyLeHMeM (YHKLMMN NOoYek.

PesynbraTbl aHanus3os, NpoBoAMMbIX € NomoLLbto Tecta VerifyNow Anst acnnpuHa, HeobxoaMmo paccmaTpusaTh B
co4eTaHnn Cco BCeMU OCTasbHbIMU AaHHbIMU, NONYYEHHbIMWU B pe3ynbraTe KINnHUYeCKux u naﬁopaToprlx
nccnegoBaHui.

OBCNYXUBAHMUE

Mpunbop VerifyNow He npegHasHayeH ans obcnyxvieaHus nonb3oarenem. TpebytoLye noumnHk npubopbl Heobxoaumo
BO3BpalLLaTh B koMmnaHuto Accriva Diagnostics. Mpu Hanuuumn npobnem, casisaHHbIX ¢ cuctemoit VerifyNow, obpatuteck B
TeXHUYeCKyo noaaepky komnanum Accriva Diagnostics no Tenedonam (800) 579-2255 (CLLA) unm +1 (858) 263-2502
(MexxgyHapoaHbIi otaen).

OKCMNYATALUMUOHHbIE XAPAKTEPUCTUKU

KnuHundyeckoe uccneposaxue Tecta VerifyNow Arns acnupuHa npoBoAnnock Cpeam NaumeHToB B TpexX LieHTpax
nccnenoBanus. Liensto nccneposanus 6bino noateepxaexne cnocobHoctu Tecta VerifyNow ans acnmpuHa k
onpeaeneHunio BbI3BaHHOTO acrMpUHOM HapyLLEeHWs dyHKLMK TpoMBoumnToB. Mpobbl LiensbHo BeHO3HOM kposw B 3,2 %
pacTBope uuTpata HaTpusi Gbinn nomyyeHsl y 65 nauneHToB, KOTOPbIE NPOXOAAT ANUTENbHYIO Tepanuio acnpyHoM
(81 mr B cyTku), n y 71 naumeHTa Jo 1 nocne nepoparnbHoro npuema 325 mMr acnupuHa, nocrne Yero oHu Gbinn ABaxabl
nccnefoBaHbl Npu nomolum Tecta VerifyNow Ans acnvpuHa. [ns BKNIOYEHUS B KIIMHUYECKOE UCCIIeAoBaHne
nauueHTbl 6bInn onpoLLeHbl 06 aHamMHe3e YCTaHOBMEHHOrO 3a6oneBaHVsi COCYI0B UMW HaNM4YnMm Mo MeHbLLEN Mepe
[BYX N3 BOCbMYW haKTOPOB prCcKa BO3HUKHOBEHUS COCYANCTLIX 3a60neBaHuii No KpUtepusam AMepuKaHcKo
accoumaumn cepeqHO-CoCYANCTbIX 3a6oneBaHuii (KypeHne B HAaCTOSLLMIA MOMEHT UK B aHaMHese, apTepuarnbHas
rMNepTeH3Ns!, TMNepNMNMAEMUS, OTATOLLEHHBIV HACNIEACTBEHHDI aHaMHe3 No 3a6oneBaHusIM cepfeyHO-COCYANCTON
CUCTEMbI, MOCTMEHONAY3a Y XEHLUMH, CaxapHblil AnaGeT, NaTonoryeckoe OXMpeHue Unu ManonoABMXKHbIN o6pa3s
Xu3Hu). (Cm. Tabnuuy 1).

He Bkntovanuce AaHHble NayMeHTOoB, KOTOPbIE yKasarnu, YTO OHM B HacTosLee BpeMa NPUHUMAKT Jpyrne N3BecCTHbIe
aHTUTpoMboLMTapHble CPEACTBa UKW CTPadatoT BPOXAEHHBIMU UN NPUOGPETEHHBIMY aHOMaNVSIMK OYHKLMK
TPOMBOLMTOB, KOTOPbIE HE Bbl3BaHbl MPUEMOM acnupuHa.

Pesynbratel Tecta VerifyNow ans acnupumHa (c gy6nnpoBaHnemM Konui) OLEeHMBaNmUCh C TOUKU 3PEHNUS Hanuuns unm
OTCYTCTBUSA CBA3M C NpUemMom acnupuHa. Cm. Tabnuuy cosnanernii (Tabnuua 2) v To4eHHYI0 AnarpaMmmy, Ha KOTopoi
nokasaHbl pesynbTaThl UCCNIEA0BaHNA [0 U nocne npuema acnvpuHa (PUCYHOK 2).

OXWOAEMbIE 3HAYEHUA

[lnanasoH KOHTPOMbHbIX 3Ha4eHnin ARU Bbin paccumTaH Anst BCeX NauWeHToB, KOTopble Obin BKIMOHYEHbI B KIIMHUYECKoe
uccnenosaHue. PesynbtaTbl nokasaHbl B BUAe HenapameTpuyeckon OLeHKM NMOTHOCTK pacnpeaeneHus Ha PucyHke 3.
BHaueHust pacnpeeneHbl Ha 3Ha4YeHUs Jo NpueMa acnupuHa v nocre Hero. [lnanasoH KOHTPOIbHbIX 3HAYEeHWIA Ans Npob,
oTobpaHHbIX [0 Npyema acnupuHa, coctasun 620-672 ARU (ot 2,5 go 97,5 npoueHTunein).

I'Ipeuusvlouuocrb

[ns Tecta VerifyNow ans acnupuHa 6bina paccymMtaHa npoctasi U KOMMneKcHas NpeLn3voHHocTb. MpocTtas
npeumnsnoHHocTb 6bina onpeaeneHa npu nomolwm WQC yposHst 1 1 ypoBHs 2 ans Tecta VerifyNow. Kaxaas us tpex
napTuin ycTpoicTe 6bina uccnegosaHa no 20 pas Ha NapTUio Ha KaxaoM U3 ypoBHEN KOHTponsi. Peaynsrathbl
npencraeneHsl B Tabnuue 3.

KomnnekcHas NpeLm3noHHOCTb Bbina paccuntaHa npy noMoLLm npo6 LenbHOM KpoBu AOHOPOB-[06poBonbLEB 3a 20
AHel ans nonyyeHus 80 aKkcnepuMeHTanbHbIX Todek. BHyTprcepuitHbIi koadhdUUMEHT BapyaLmm, NpeacTaBneHHbI B
Ta6nuue 4, onpeaeneH No Hopmam HauMoHansLHOro KOMUTETA MO KIMHUYECKUM NTaGopaTopHbLIM CTaHAapTam
(National Committee for Clinical Laboratory Standards, NCCLS).

OXWOAEMASA MPOU3BOAUTENBHOCTb C YYETOM OTKIIOHEHUIA NPU PABOTE B
YCNoBUAX, OTIIMHAIOLLUXCA OT CTAHOAPTHbIX

OKenepyMeHTanbHble UCCNeA0BaHWS NMPOBOAUIMCE B TPEX LIEHTPaX B YCMOBUSIX, OTNMYAIOLLMXCS OT NIaGopaTopHbIX, rae
Ans npoeefeHus Tecta VerifyNow anst acnupuHa v3 o6Luen nonynsiuym 6bino BeiGpaHo 65 yenosek 6e3 nabopaTtopHbIxX
HaBbIKOB. Kaxzblil yHaCTHWK MPOYUTAN MHCTPYKLWM U 3aTeM NPOTECTMPOBAN TPU NMOATOTOBMEHHbIX 06pasLa ¢ Tpems
pasnuyHbiMu 3HadeHnsmu ARU (Tabnuua 5).

BaTeM KaxabIi y4aCTHUK OLieHWUN pesyrnbTaT uccneaosaHus kak (+) ans ARU Gonee 550 eauhnu n (—) ansa ARU meHee
550 eanHuLL. B kaxkaom LieHTpe npoBeaeHUs NCCrefoBaHns 0By4YeHHbIN nonb3oBaTerls NPOTECTMPOBAN U OLIEHNI Te e
obpa3Lbl. Bce 65 HeobyyeHHbIX norb3oBaTeneii NpaBMbHO OLEHUY oGpaseL; A Kak oTpuLaTenbHbIv (—), a 06pasuibl B n
C kak nonoxurernbHble (+). B Tpex LeHTpax npoBeaeHust uccnenosanus 6eina gocturHyta 100 % cormacoBaHHOCTb
OLIEHOK 0BYHEHHBIX 1 HEOBYHEHHBIX MOMNb30BaTENEN.

WUCCNEOQOBAHUA UHTEP®EPUPYIOLLIUX BELWECTB

[ins onpefeneHns BNUSHUS HEKOTOPbIX KIaccoB NpenapaTtoB Ha pesyneratkl Tecta VerifyNow ans acnupuHa 6bino

nposeaeHo nabopaTtopHoe uccrnenosaHue. Creaytolme nekapcTBeHHbIE CPeCTBA MOTYT U3MEHSTh (PYHKLMIO

TpomGoumToB. CreaytoLas HhoOPMaLIMS AOMKHA YUMTLIBATLCSA A4S MALMEHTOB, KOTOPbIE AOMKHbI MPOXOAUTL

vccnenosaHve npu nomotuy Tecta VerifyNow ans acnvpuna.

¢ WHrnéutopsl P2Y12: BmecTe ¢ acnuprvHoM 06bi4HO HasHavatoT Mnasuke®, Tuknua® n 3cdmeHT®. N3penka

3TV CpefcTBa MOTYT BbI3biBaTb CHIbKeHNe ARU y HeKOTOpbIX NauneHToB. TeM He MeHee, BNUsiHue MHIMBUTopoB
P2Y12 He BnUsieT Ha knaccutuLMpoBaHme NaLUEHTOB, NPUHUMALOLLMX aClYPUH, Kak CTPaAatoLLIMX HapyLLEeHUeM
hyHKLMM TpOMBOLMTOB (T.e. umetomx ARU < 550) B cBA3M C NpMeMom acnupuHa. AnuTensHocTb
VHMMBUPYIOLLEro BO3AEWCTBUS OTNMYaeTCs cpeau NofobHbIX HrMbuTopos P2Y12. CpeaHsas ANUTENbHOCT
nepeyncrieHa Huxe:

« [Mnaeukc (no 5 AHeit)
«  Tuknug (mo 5 aHen)
*  OddueHT (Ao 10 aHeir)

* [lpyrve aHTUTpoMGoLMTapHble cpeAcTBa: Bce nogobHbIe cpeacTsa MOryT MHIMBMpoBaTh (yHKLMIO
TPOMBOLMTOB M NPUBOANTL K CHKeHWI0O ARU HesaBrcuMo oT adhdheKkToB acnupuHa. AnutenbsHocTb
I/IHI'I/I6I/IpyPOLL|eI'0 B03Flel7ICTBI/I$I oTnn4yaerca cpeaun I'IO,E[OﬁHbIX neKapCTBEHHbIX CpeCTB. CpeFLHﬂﬂ ANUTENbHOCTb
nepeYncneHa Ans Kaxmnoro U3 Cpeacrs.

«  ArpeHokc (10 gHeit)
« TepcaHTuH (12 yacos)
« Mnetan/Lnnocrason (12 yacos)

* NSAIDs: Kak 1 B cnyyae acnupuHa (auetuncanuuunooi kucnotbl, ASA), ans NSAIDs 6bina
3a0KyMEHTMpOBaHa CnocobHOCTb K MHIMGKUPOBaHUto yHKUMM TpombouuToB. B otnnune ot ASA, NSAIDs
06paTUMO MHMMBMPYIOT hYHKLIMIO TPOMBOLMTOB. OTO MOXET NPUBECTU K MEHbLLUEMY MHIMBUPYIOLLEEMY AENCTBUIO
ASA, ecnu ogHoBpemeHHo ¢ ASA npuHumaetcs NSAIDs. CpegHsist ANUTeNnbHOCTb NOA0GHBIX MHIMBUPYOLLMX
9PPEKTOB NepeynCcrieHa HUxXe ANs Kaxaoro U3 CpeacTs.

*  W6ynpodeH (MotpuH, Ansun) (8 yacos)

« HanpokceH (AnuB, AHanpokc, HanpenaH, HanpocuH) (24 vaca)
« JuknodeHak (BonbrapeH, Katadnam) (24 yaca)

* WHpouwH (24 vaca)

«  ®enpgeH (50 yacos)

¢ WHrubutopsi GP lib/llla: VccnenosaHue He MOryT NPOXOAMTL NaLMEHTbI, KOTOpblE NpUHUMANKW TupodubaH (Arpactar®)
vnm antucpmbatug (MHTerpunut®) B Te4eHue ayx aHeit unu abumukeumab (Peollpo®) B TeveHve AByX HeZenb.

Bbino ycTaHOBMEHO, YTO APYrUe KNacChl PacnpOCTPaHEHHbIX JIEKAPCTBEHHbIX CPEACTB He OKasblBatoT CyLLECTBEHHOTO
BO3ENCTBUS Ha BbiNonHeHwve TecTa VerifyNow ans acnvpuHa (aHTUOKCUAaHTbI, MHIMBuTops! AM®, aHTMapuTMuyeckve
CpeacTBa, aHTUKOArynaAHTbl, aHTUAeNpPecCaHTbl, UHCYNWH, anonypuHor, ankoronb, 6eTa-GJ'IOKaTOpr,
6poHxoaunaTaTopbl, 6rokaTopbl KanbLMEBbIX KaHANOB, NeKapCTBEeHHbIe CPeACTBa AN NeYeHns 3abonesaHnin
KENyAOYHO-KULLIEYHOTO TpaKTa, 6eTameTasoH, noBacTaT!H U TUPEOUAHBIV FOPMOH L-TupokcuH). Mo pesynsratam
nposeaeHus Tecta VerifyNow ans acnvpuHa ans TpoMGonUTUYECKoro CpeACTBa CTPENTOKMHA3b! BbINo nokasaHo
n3MepuMoe UHrMbrpoBaHne yHKLUN TPOMBOLIMTOB.

ﬂ]‘lﬂ OUEHKN BNUAHUA ypOBHeIZ HEKOTOPbIX KOMNOHEHTOB KPOBU 6bino nposeaeHo naﬁopaTopHoe W KnnHn4eckoe
nccnenoBaHue:

Ha paboune xapakTepucTvku TecTa He oKasbiBas BO3AEVCTBUS reMaToKpUT B AnanasoHe 29-56 %, konn4ecTso
TpomGoLwmToB = 92 000 TPOMEOLMTOB B 1 MKIT MU YMEPEHHbIN UM YCUNEHHBI reMonu3, Bbi3BaHHbIN (PU3N4eckum
BoagencTeuem. CTeneHb reMonunaa onpeaensnm nyTeM BU3yasribHoW OLEeHKM Nnasmbl KPOBU M3 LIEHTPUMYTMPOBaHHbIX
npo6, 0ToGpaHHbIX OAHOBPEMEHHO C npobamu Ans Tecta VerifyNow ans acnvpuna.

Tpurnuuepuabl B KOHLEHTPaLmM A0 577 Mr/an He okasblBanu JOCTOBEPHOrO BO3AECTBUS Ha uccnedyemMble npobbl.
Tect VerifyNow ans acnupvHa npoBoaurncs B NpucyTcTBuM combpuHoreHa B KoHUeHTpauun 164-529 mr/an. Mexay
aKcrnyaTauMoHHbIMW XapakTepucTukamm Tecta VerifyNow Ans acnvpyHa v ypoBHsSIMU (pUBPUHOreEHa He CyLLiecTByeT
KaKoW-nMbo 13BECTHO B3aMMOCBS3N.

REFERENCE SECTION:
REFERENCNI ODDIL:
ENOTHTA ANA®OPQN:
REFERANS BOLUMU:
SECTIUNEA DE REFERINTA:
AHBIKTAMA B6fIMI:
UCTOYHUKN:

Figure 1: Test Device

Obrazek 1 Testovaci zafizeni

ikona 1. Zuokeun e§éTaong

$Sekil 1. Test Cihazi

Figura 1. Dispozitiv de testare
1-Cypert. CbIHaK KypbUIfbICbl
PucyHok 1. TectoBOe yCTPpOMCTBO
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Figure 2. Aspirin (ARU) values pre- amd post-Aspirin results

Obrazek 2. Vysledky hodnot aspirinu (ARU) pfed a po podani aspirinuFigura 2. Valori (ARU) pre e
post-aspirina

Eikova 2. Tipég aomipivng (ARU) piv kai HeTd Ta ammoTeAéTPATA AOTTIPIVIG

$Sekil 2. Aspirin (ARU) degerleri Aspirinden 6nce ve sonra sonuglar

Figura 2. Valorile aspirinei (ARU) inainte si dupa rezultatele privind aspirina

2-cypeT. ACNMPUH HaTWXKenepiHeH anablHFbl XaHe KeliHri acnupuH (ABB) maHaepi

PucyHok 2. 3Ha4eHUs eauHMUL peakKTMBHOCTU K acnupuHy (Aspirin Reaction Units,
ARU) — pe3ynkTaThl A0 U nocne npuema acnupuHa
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Figure 3. Aspirin ARU reference ranges

Table 2: Reference Range
Tabulka 2. Vysledky shody aspirinu
Mivakag 2. ATroteAéopaTa CUPPWVIAG PIE AOTTIPIVN
Tablo 2. Aspirin konkordans sonuglari
Tabelul 2. Rezultatele concordantei privind aspirina
2-kecTe. ACMUPUH CINKECTINiK HaTUXKenepi
Tabnuua 2. CpaBHUTeNbHbIE pe3ynbTaTbhl PeakTUBHOCTU K acNMUPUHY

ASPIRIN STATE

Test Result PRESENT ABSENT
POSITIVE <550 ARU 245 0
NEGATIVE 2 550 ARU 23 141
Aspirin Present:
Sensitivity = 91.4%
Specificity = 100%
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Aspirin State Stav aspirinu | Kardotaon Aspirin Stare aspirina | AcnnpuH Hanuuune nnu
aoTpivng Durumu Manimgemeci oTcyTCTBUE
acnupuHa
Test Result Vysledek AtroTéAeopa Test Sonucu | Rezultat test CoblHak Pesynerat
testu dokipaciag HaTUXeECH aHanuaa
Present PFitomni Mapoucia VAR Prezent Bap Hanuune
Absent Nepfitomni Atouaia YOK Absent YKok OrtcytcTare
Positive ARU Pozitivni ©¢eTik6 ARU Pozitif ARU ARU pozitiv OH ABB MonoxuTens-
ARU HOe 3HayeHne
ARU
Negative ARU Negativni ApvnTiKO Negatif ARU | Negativ ARU Tepic ABb OTtpuuatens-
ARU ARU HOE 3Ha4eHune
ARU
Aspirin Aspirin AcTipivn Aspirin Var administrarea | Acnupu H 6ap B npucytcteum
present Pritomni MNapouaia aspirinei acnupuHa
Prezent
Sensitivity Citlivost Euvaiobnoia Hassasiyet Sensibilitate CesriwTik YyscTBUTEND-
HOCTb
Specificity Specifi¢nost EidikétnTa Ozgiillik Specificitate Epekwenik Cneumndmy-
HOCTb
Table 3. Aspirin simple precision results
Tabulka 3. Vysledky jednoduché presnosti aspirinu
Mivakag 3. AtroteAéopara aAAg aKpifeiag THG aoTIpivig
Tablo 3. Aspirin basit kesinlik sonuglari
Tabelul 3. Rezultatele preciziei simple privind aspirina
3-kecTe. ACNMpVH KapananbiM aHbIKTbIK HaTWXenepi
Tabnuua 3. NpocTasn Npeun3MoHHOCTb pe3ynbLTaToB ANs acnupuHa
PRECISION
Device ARU SD cv*
Level 1 Lot N Mean
1 20 350 0 0
2 20 350 0 0
3 20 350 0 0
Level 2
1 20 608 12 2.0
2 20 609 10 1.6
3 20 618 10 1.6
* The manufacturer’s specification for the coefficient of variation is <10%.
* Specifikace vyrobce pro koeficient odchylky je <10%.
* O1 TIpodIayPAPES TOU KATAOKEUADTH VIO TO GUVTEAEDTI| METARANTOTTOG €ivar < 10%.
*Ureticinin spesifikasyonu %10 varyasyon katsayisidir.
*Specificatia producatorului pentru coeficientul variatiei este < 10%.
*Bapuauus koadprumeHTiHe apHanFaH eHgipyLi cunattamackl <10% Gonbin Tabbinagbl.
*Cneuvndukaums nponssoautens Ans koadpduumeHta sapuauum <10%.
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Precision Presnost AxpiBeia Kesinlik Precizie AHBIKTBIK Mpeuwn3an-
OHHOCTb
Device Lot Sarze Maprida Cihaz Lot Lot dispozitiv Kypbinfbl Maptusa
zafizeni OUOKEUNG TonTamach! ycTpoincTBa
ARU Mean ARU prim. Méon TipA ARU ARU medie | ASB optawa | CpeaHee
ARU Ortalamasi 3Ha4eHve
ARU
SD sD SD SS SD SD CcO
cv cv cv VK CV-UL cv KB
Level 1 Uroveri 1 Emitredo 1 Seviye 1 Nivelul 1 1-0eHren YpoBeHb 1
Level 2 Uroveri 2 Emimedo 2 Seviye 2 Nivelul 2 2-neHren YposeHb 2

Table 4. Aspirin complex precision using a single patient
Tabulka 4. Komplexni pfesnost aspirinu u jednoho pacienta

Mivakag 4. Z0vBeTN akpifelo aoTmIpivng, XPNOILOTTOIWVTAG £va HOVADIKO 000V

Tablo 4. Tek bir hasta kullanilarak aspirin karmasik kesinligi
Tabelul 4. Precizia complexa privind aspirina utilizand un singur pacient

4-kecte. XKanfbi3 eMaenywi apKbifibl aCNMPUH KelleHAi aHbIKTbIFbI
Tabnuua 4. KomnnekcHas NnpeLM3UOHHOCTb ANA acNUpUHa y OAHOr O NalueHTa

NCCLS Complex Precision Statistics Whole Blood

Within-Run Total
n n ARU SD CV% SD CV%
(days) (results) Mean
20 80 636 27 0.4 3.9 0.6
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NCCLS NCCLS | Zromorikég | NCCLS Date statistice NCCLS Cratuctuka no
Complex Komplexni | gvBeTnc Karmagik privind precizia | kewweHgi KOMMNEKCHOM
Precision Presnost akpiBeiag | Kesinlik complexa aHbIKTbIK NpeunanoH-
Statistics Statistika ., i L .
Whole Blood | Plna krev OAIKOU Istatistikleri | NCCLS a cTaTucTu- HOCTW Ans
aipartog Tam Kan sangelui KacbIHbIH, npo6 uenbHow
NCCLS integral TYTac kaHbl kpoeu NCCLS
Within-Run V ramci Evdidpeon Calisma igi n cadrul unei ©nwemaep BHyTpucepuin-
pokusu (evtég serii KaTapbiHbIH Hast
e&étaong) HaTuxXenepi
Total Celkem ZUvolo Toplam Total XKannbl O6was
n (days) poc. (dnu) n (NuUépeg) | n(gun) n (zile) n (kyHaep) KONM4ecTBO
nHen
n (results) poc. n (atote- n (sonug) n (rezultate) n (HeTwxkenep) | konuyecTso
(vysledkl) | Aéopara) pesynsTatos
ARU Mean ARU prim. | Méon mipn RU ARU medie ABB oprawa Cpenree
ARU Ortalama 3HaveHne ARU
sD SD SD Ss SD SD co
CV % CV % CV % %VK CV-UL% CV % KB %

Table 5. Waived Testing Site Performance
Tabulka 5. Odchyleny vykon testovacich mist
Mivakag 5. Arodoon pn e§e1BIKEUPEVOU KEVTPOU E§ETAONG
Tablo 5. izinli Test Galisma Yeri Performansi
Tabelul 5. Performanta la centrul de testare rapida
5-kecte. CbIHAKTAH BAC TAPTKAH TAPANTAPOAFbI ©HIMAINIK
Ta6nuua 5. JonycTumMoe OTKNOHeHWUe ANs paboTbl B YCNOBUAX, OTMYAIOLMXCS OT

CTaHAAPTHbIX
Obrazek 3 Referencni rozpéti ARU aspirinu
Eixéva 3. EGpn avagopdg Tipwv ARU Sample Target ARU Level
$Sekil 3. Aspirin ARU referans araliklari A() 350
Figura 3. Intervale de referinta privind aspirina ARU B (+) 625 - 650
3-cypet. AcnupuH ADB KanbinTbl MaHAEP ayKbiMAAPbI C(+) 725-750
PucyHok 3. HopmanbHbin gnana3oH 3HayeHnin ARU Ha choHe npvema acnmpuHa
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Sample Vzorek Acgiypa Ornek Proba Yrri Mpo6a
Frequency Distribution Target ARU | Cilova Emimedo ARU | Hedef ARU Nivel ARU MakcatTbl Llenesoi
Pre- and Post-Aspirin Level Uroven ARU | g16y0¢ Seviyesi tinta ABB aeHreiti | ypoeHs ARU
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Ap1Budg TTapTidag
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nrama Hemipi
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Catalog Number
REF iatglolgo;éé z“:iilg
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ARU ARU ARU ARU ARU ASB ARU Numar de catalog
Frequency Rozdéleni Katavoun Frekans Distributia AKuinik MnotHocTb Karanor Hemipi
distribution Getnosti auxvoTnTag Dagilimi frecventei ynecrtipy pacnpepene- Howmep ro karanory
- — A In vitro Diagnostics Device
Pre Pred MNpiv Once Inainte AnpbIHFbl [o npuema IVD Diagnostické pouZiti in vitro
podanim In Vitro diayvwoTikr Xprion
Post Po podani Metd Sonra Dupa Keinri Mocne In Vitro Diagnostik Kullanim
npuema Pentru utilizarea ca diagnostic in vitro
Aspirin Aspirinu AcTipivn Aspirin administrarea AcnupuH AcnvpuH 3epTxaHaparbl AarHocTUKarnbIk naifanany
aspirinei [nst auarHocTuky in vitro
Manufacturer
Table 1. % Patients enrolled in clinical trial u Vyrobce
. o . e s KataokeuaoTrg
Tabulka 1.% pacientti zapsanych do klinického pokusu UOretici
Nivakag 1. MooooTé aoBeviv Tou evTdyBnKav o KAIVIKA SOKIMA ;’:’;";ﬁ‘”
Tablo 1. Klinik ¢alismaya katilan % Hasta MpoussoanTens
Tabelul 1.% Pacientii inrolati in studiul clinic Use By
. . Spotiebujte do
1-kecte. % emMpenyuinep KnUHUKanblK CbiHaKTa Tipkeyre anbiHAbI HEEPOHH{II'G MiENG
Tabnuua 1. % naumMeHTOB, BKNIOYEHHbIX B KIIMHMYECKOe UccregoBaHue Son Kullanma Tarihi
Utilizare pana la
. Maipanany TopTiGi
% of Patients Enrolled Mcnonbmayawpﬂo
History of cardiovascular disease 28.7% Temperature Limits
. Teplotni i
Two risk factors 33.8% jﬂ/ oepﬁqoézpmf;:g}ag
Three risk factors 23.5% Eilrfw?tg:: Ic;:amtglrir;era s
Four or more risk factors 14.0% Temnepartypa wekTepi
[nanasoH pabounx Temnepartyp
Demographics
grap Caution, consult accompanying documents.
Gender 69% Female; 31% Male Upozornéni: Prostuduijte si privodni dokumenty
Mpoooxr: ZUPBOUAEUTEITE Ta GUVOSEUTIKA Eyypapa
Age range 21 to 89 years Dikkat: Beraberindeki belgelere basvurun
. Atentie: Consultati documentele justificative
Ethnicity CakTbliK Wwapacs!: Bipre 6epinreH KyxaTTapabl kapaHbia
Caucasian 79.4% BHumaHue: CMoTpuTe ConpoBOAUTENbHbIE AOKYMEHTbI
. . Contains sufficient for < n > tests
African-American 0.7% Obsahuje dostate¢né pro <n> testu
Asian 2.9% ['Ispnéxel ETTOPKN TTOGOTNTA YIa <N> SOKINATIEG
: Igerik 25 testi igin yeterlidir
Hispanic 14.7% Continut suficient pentru <n> teste
<Nn> CblHaK YLLIiH XeTKINikTi KaMTuabl
Other 2.2% CofepX1MMoro AOCTaTouHO Anst < N > TecToB
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- KIvOUvou onacHocTb Buonoruyeckoi
Four or Ctyfi nebo Téooepig Dért veya Patru sau mai TepT Hemece YeTbipe unm
more risk vice TTEPICCOTEPOI daha fazla multi factori kebipek Kayin 6onee cakto- Do not reuse
factors rizikovych nap{ivovmg risk faktoru de risc akTopnapb! poB pucka Nepouzivejte opakované
faktord KIvGGvou MnV ETTAVOXPNCIHOTIOIEITE
Demo- Demografie Anpoypa@ika Demografik Date [emorpacm- [emorpacm- ® Tekrar etmeyin
graphics bilgiler demografice ANbIK Yeckue xapak- Nu reutilizati
AepekTep TepucTukn kaliTa naipanaHbay
Gender Pohlavi [OIO] Cinsiyet Sex 69% femei | XKblHbICbI: Mon: 69% He ncnone3yiite noBTOpHO
69% 69% Zen 69% uvaikeg %69 Kadin; 31% barbati 69% SKEHLLUH R
Female 31% muzl 31% AvBpeg %31 Erkek aitennep 31% | 31% myxumH Consult Instructions for Use
31% Male epkeknep Viz navod k pouziti
Age Range | Vékové rozpéti | Eupog nAikiag Yas araligi Interval de Kac aykbIMbl [vanasoH EUEBOUA?F”EJ'Q Oérllvlr(:g Xpfiong
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years ETWV la 89 de ani aparnblifbiHaa ot 21 ropa onsultail Instructiunile de Utilizare
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Ethnicity Etnicky ptvod E6vikétnTa Etnik kdken Etnie OTHUKanbIK OTHWYeckasn CMOTPUTE UHCTPYKLUK MO NPUMEHEHMIO
KaTbICTbINbIFbI | NPUHaANExX-
HOCTb
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